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We were under the impression that they all had adequate inspection 

au:h~~t!b like to t?ke this o 
fine record of coopektion wit~$%~&?lly that t’he NARD has * 

We like them very much. 
We just think that they are wrong in this particular instance. 
Mr. Cohen, do you know that 0 
Mr. YOGNGER. My recolleCtion may be wrong, but I thought tw 

he mentioned that all the States exce 
that time the question of intrastate, P 

t one--we mere discussing” 
w lere they were asking perm~ 

sion to go in to investigate and control the sale of these pep pills 
that they sell to the truckdrivers, and that that trade xvas out of 
hand, and while it is intrastate, they Rant authority to go in 

I asked him specifically hoxv many States did not bare adequate in- 
spection, and he said all except one. 

I forgot to ask him which one. 
Mr. ROBERIS. Is it California P 
Mr. Yocsc~. No, sir. 
California has one of the most far reachine and adeauate insDection 

la% of any State. 
1 1 

Mr. COHES. Mr. Chairman, with your permission, n-e hare a list of 
all the States and horr the lax-s are enforced and who su 

r 
rvises them 

We rrould be glad to furnish this information for t e committee 
The C~IAITC~IAS. You may supply the information, and we will 6nd 

out That single State does not have adequate laas. 
Mr. Corr~y. According to this information, they all hare it, Mr. 

Younger. 
lit-. YOGSGER. That is all. 
(The information to be supplied is as follows :). 

1. Alabama: Amphetamines, and/or Other Stimulating Drugs Law Act lf39, 
1Mil  Fpwial Session Laws of Alabama. Section G-Inspection Provision 

2. .4la+a: Food. Drug. and Cosmetic -4ct, chapter 129. Lass of Alaska, 1949. 
&&ion ~~-Inqr~tinns--Eraminationri 

3. Arizona: Phanxwv, Dangerous Drug 8: Poison Lam, title 32, chapter 18. 
Arizona Raised Statute Annotated. Section 32-1901 (i)-Power and Duties 
of Roard of Pharmacy-Inspection. 

-1. .4rkan.sap: Food. Drug. and Cosmetic Act. title 82, chapter 11, Arkanvls Stat 
utm 1%:. .4tln~~tated. Section 6%1120-Inqwction of Estahllsbments-Exam- 
ination of Specimena. 

5. California : 
Pnre Drugs Act. DIrIsion 21, chapter 2. Health and Safety Code, l!W, Deer- 

ing’s California Codes. Annotated: 

Phannarg Lav, Article %-Dangerous Drugs: 
Section 4Zl-Stocks To He Onen to Inmectioo. 
Sect inn 4X??-Records To Be Open to loslwxtion. 

6. Colorado : 
Food and Drug .4rt. chapter GG. article 22. Colondo Revised Statutes, 1953. 

Swtion Gcez!!-2th-Inr;pQctions. 
I’harmwy and I’oiwn Law. chapter 48. article 1. Colorado Rerised Statntes, 

1 xi% Secricm 4&l-2-Power~and Doties. (r) Inawxtioa 
7. Connwticut: Food. Drug. and Coslu&irkct. iitle 19. chapter 342. General 

stntutcs of comecticut 133. Section 1%2X-Estahlkhing Inspection 
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8. Delaware: I’har~~acy Law. title 24, chapter 25. DeIaaare Code Annotated. 
section “x2-Inqn?ctIona 

9. moriua: 
Food, Drug, and Cosmetic AC& chapter 500, Florida Statutes, 1959. Section 

50021-Inspection of Fnctorien, Warebonses, etc., by Commissioner and Boar& 
Pharmac? Law. cbopter 46& Florida Statutes. 1939. Section 465X%1-Aotbor- 

IQ To Inspect 
10. Georgia : Drug and Cosmetic Act. chapter 42-15, Georgia Code Annotated- 

Section 42-1X5-Accesa to Factories. etc. by State Board of PharmAcy; Inspee 
tioos; Exanllnstlone of Samplea 

3l. Hawail: 
Foo& Drug and Cosmetic Act, title 7. chapter 51, Ryised Lawa o? bwal& 

1955: 
Section 51-24--InspectIon powers 02 Commlsalon&. _ 

. Section Bl-2.F-Furnishing of Samples to Commiaslonar Required. 
Section 51-2G-Commissioner’s Right of Inspection and SeLzure 

Sale of Poi.wnA law, title 7, chapter 5.3. Reri& Laws of Hawaii, 1935, Set 
tlon 53-!&-Record of Prescriptions. The books and prescriptions shall b sub 
ject at all times to the InspectIon of the department of health or ita agent 

12. Idaho: 
Food. Drug and Cosmetic Act. title 37, chapter l, Idaho Code. 1949. Section 

37-133-Inspection of EstablIshmenta, etc. 
Drag, and Aledical Supplies Law, title 37. chapter 22, Idaho Code, 1949. Sec- 

tion 37-2ms-won. 
13. Illinois: 
Drag. Derke and Cosmetic Ac~.chapter 38, Illinois Rev&d Statutes 1959: 

Secti*m IhUSl-Carrirrs and Persons Engaged in Holding oi Receiving 
Drugs, etc., in Commerce-Access to Records by Division 

Section 166X?-Factory, etc, of Vehicle-En- arld Inspection-Povvek 
of Superintendent 

II. Indiana : 
Fad. Drug. and Cosmetic Acf title 35, chapter 31 B- Id&iana Statntes, 

Annotated: 
Sec. 3.v?111. .4wilability of State Recorda. 
Sec. 35-3113. Establishment Inspection. 

Dangerous Drag Act. chapter 4!&--Acts of Indiana, 1961. Se&on 5. Rkorda 
--Valntenance ot 

1.5. Iowl : 
Drag and Cosmetic Act. chapter 203A. We of Iowa, 1958. Se&on 2036_1%- 

Authority of Board-Incpwtion. 
Pharmacists and Wholesale Druggista, chapter 155, Code of Ioxv~a. 1953. W 

tion 155.2+--1nspectl0n 
16. Kansas: 
Food. Drug nod Cosmetic Act. cbnpter 65. w-tlcle 6. 19.59 S;ppplrment fqGe& 

era1 Statutes of Kansas, 1949. Section 65-67~Free Access to Establishmenta 
and Vehicles for Inspections and Samples. 

Pharmacy Law, chapter 65. article 16. 1959 Supplement to Gene& Statutes 
of Kawss. 1949. Section G5-IG29-Inspection of drags by board. 

17. Kentorkr: Food. Dnx and Cowwtir Act title I\-III. chaptei 2l7. Ken- 
to&r Reriwd Statutes. 19Cr). Section 217.155-Department’s Rights of Inspec 
tlon : Requirement That Drug Inspector Be a Pharmacist 

18. Lonlsiana : 
Food. Drug and Cosmetic Act. title 40. chapter 4, part l. Lonlsitixk Itel-lA 

stntutrc 19-n Sectinn WI-FactoF Inwection. 
Phnrmoc? Lax. title 37, chapter 14. Looklana Rerked Statutes i&O. Se+ 

tion llif%--Poners and Dutiw of the Board--Insy&loa. 
79. Jfalne: Pbnrmncr and Poison Law. chapter 68, Rerlwd Statutes of Maine, 

19X Section l--Commlssloaers of the Profession of Pharmacy: Powera- 
Iwpectlon. 

20. Mamlnod : Phormac~ Iaw. artkk 43. Annotated Code of Uni+an& 1957. 
Sectlon 25iInspection of Medlcincs. Dru,--s. or Domestic I&nedlea. 

21. Macsscbusetts: 
Food. Dnw. Cosmetic. and Dwlce T-an-, chapter k. Annbtnted Tnnn of 

Wwsarhnvtt~. Sectinn IN%-Protiinrs Wwn Fnod. Dn~tk, C~s’mmrtka. or 
Devlres Swp&.ed of Belng Adnlter3ted or Msbrandeb 
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Safcutic Drug Law. chapter 9%. Annotated Lawa of Maesachnsetts: 
Section 199. Sales by Pharmacists Upon Written Prescrlptlon; Requlrc 

merits as to PrescrIptiona. 
Section 203. Prescriptions. Orders. and Records Open Only to Certain 

Persons ; Knowledge Sot To Be Divulged; Exception. 
Pharmacy. Law. chapter 112, Annotated Laws of Massachusetts. Se&Ion 

36C”Wholesale Druedsta” etc- Use of Term Restricted: Inspections: Beuorta I_ . - 
or vtolatioM. 

22. Michigan: Pharmacy Law, Act 151. Public Acts of Michigan, 1962: 
Section IS. A11 I’rrscriations sh311 be nreserwd for a wriad of 5 v- 

subject to inspection br tGe board or ita agents 
~_ -. 

Section 5. The board shall appoint, Inspectors who shall be registered 
pharmacists and who shall act as agents of the board within the provlsiov 
of this act and such rules and rerulations as the board shall oromnlzate 
Inrwctors shall be hired from the eligible civil service roster bf auac5ed 

Section 8. The board shall (b) regulate, control, and inspect tbe sale. 
character and standard of droa derlcea and new drues comuounded 
possessed or dispensed iu tbis State,etc 

I~ _ ~~~~. 

23. Minnesota: Pharmacy and Poison Law. chapter 151, IUnnesota Statutes, 
1957. Section 151.0%-Powers and Duties-Inspection 

24. Mississippi: I’hsrmacg Law, title 32. chapter 9. bifsslssippi Code lS4Z& 
Annotated. Section S&52-Poser of Board of Pharmacy, (d) Inspection 

25. Xissouri: Food. Drug, and Cosmetic Act. chapter 196. Niisouri Revlaed 
statutes, 1959: 

Section 196&%-Access to Places in Which Food. Drugs, Devices, or 
Cosmetics Are Manufactured. 

Section lC96.060-Carriera in Interstate Commerce Shall Permit Access 
+O Records of Shipments. 

20. IlontAna : 
Food nncl Drug Law. title 27, chapter 1, Retised Codes of Montana. 1947. 

Section 27-II?-(2591) Duties and Powers of State Board of Health-Regula- 
tions. (1) The board shall make all necessary inrestlgations and inspection 
in reference to all food and drngq etc 

Pharmacy, Regulation of Sole of Drugs and Medicines, title 86. chapter 15, 
Revised Codes of 3fnntnna. 1947. Section @Z-150%-(3174) Montana State Board 
of Pharmacy-Powers of Board. (5) To enter and inspect bF its duly authorized 
representatiw at any reasonable times anF and all places where drugs, medicinea, 
chemicals. or poisons are sol& Tended, given away, compounded, dispeeced. or 
manufactured. 

27. Sehraskn: Poisons Lav. chapter 71. article 25. Ret-I.=& Statutes of h’+ 
bra&a. 1%X% Section il-X,03-Poisons : Pate: Duty of Vendor to Record ln 
Poison Register (Register Open for Inspection by Freper Authorities). 

2s. Sernda: Food. Drug, and Cosmetic Act, title 51. chapter 535. Nevada Be- 
rined Ptntutes. titian ~%-5O_l(cInspwtion of Factories and Tehicles. 

29. Sexv IIsmpshire: Food, Drug, and Cosmetic Act. chapter 146. Kew Hemp 
shire RerisPd Statutes 19X. Section 146:11-EnforcemenL; Rules; Inspec- 
uoos 

30. Sew Jersey: 
Food, Drug. and Cosmetic Law. title 24 subtitle 1, sew Jersey Statutes, An- 

notated. Section 24 :X-l--Right of Entry: Opening Packages; inspection 
Drwc. 3Innufacturers and X’iholc-alers, title 24. subtitle 1, chapter 6B. New 

Jercel- Statute Annotated. .-AC. 24 :FB-%Right To Examine and Copy Records 
Listing Ingrc<lients Csed in Jlnnufacture of Such Drug-If Believed Adulterated 
or Jlichranded. 

31. Sew Merwo: 
Drnc and C%metic Act chanter 54. article 6. New Mexico Statutes Annotated. 

19x3. SM tion M-GlG--Pmr; To >I:tke Insp&tions and Secure Samples. 
Drug Sture-~~hol~aler-~Ia~~ufs~~~~rer Registration Law, chapter 67. article 

9. Sex Mexico Statutes, -4nnotated 13.X. Pwtiou (ii-9-‘&-Board Authorized 
To Bire Inspector. 

32 Sew Tork: Phnrma~, Drugs, Derk+ea. and Cosmetic hw. article 137. 
Education Ian-. McKinurr’s Conwlidatzd Iawe of New Sork. Section 0816 
Factory lnspectioe . 

703 

VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 



530 DRUG INDUSTRY ACI’ OF 1982 

33. North Carolina: Food, Drug. and Cosmetic Act chapter 106, article 12, 
General Statutes of Sortb Carolina. 1943. Section lOGl40-Further Powera of 
Commisdoner-Inspecton. 

34. Sortb Dakota : Poison Law. title IQ, chapter 19-04. North Dakota Century 
Code. Section l!&UtO3--Record To Be Keot of Poisons Disuen.sed : Examination 

Zi. Obio: Food. Drug, and Cosmetic Law, title 37. chapter 3i15, Oblo Revtaed 
Code. .%&on 371%iO-PO\\-ers of the Director or Board of Pharmacy-In- 
sDeetion 

- 36. Oklahoma : 
Drug. Device, and Cosmetic Act. title 63. Oklahoma Statutea 1~61. ~tjoa 

266X--Right of Awess and Entry. 
Pharuxxq and P&on Law. title 59, Oklahoma Statutea 19Cl. Section 353.7- 

Powers and Duties of Board-Inspection (d). 
37. Oregon: Poison Law. title 36. cbayter 4s. Oregoq Rarised Statutea. Set- 

tion 453.@.!!Manufactnre and Sale of Drugs To Conform to Standards; Sub. 
stitutioos Prohibited; File of Prescriptions (Sf Original Prescriptions Received 
and Filled-Filed ia Jlanoer as Will Readily Ee Accessible for Inspection by the 
Board of Its Duly Authorized Agent 

36. Pennsylrania : 
Drug. Device and Cosmetic Act. title 35, chapter 6, Purdon’s Peansylvanta 

Stat&s Annotated. Section X0.17-Inspectiona. 
Pbarmaq Act. title 63, cbhnpter 9. Purdon’s Penosylraaia Statotes, Annotated. 

Section 3!&&-Board of Pharmacy (h) (0) Inspection 
3Y. Rhode Island: Food, Drugs and Cosmetics Act, title 21, chapter 31, Gen- 

eral Laws of Rhode Island. 1Q.X. Section 21-31-Zl-Xaspection of Est.ablJ.sh- 
me&s. 

40. South Carolina: Pharmacy and Poison Law. title ZX, chapter 22. Code of 
Lags of Sonth Carolina. Section 5G-1311.1. Additional Regulatory Powers of 
tbe Board.-Tbe Bonrd sbnll alno regulate &be practice of ybarmnc~. the opera- 
tion of drug stores and pharmacies l l * and, in so doing. shall make. publish. 
.supervi%! l l * The iwpection of weights sod measures used in the prescription 
del,artment of drug *tures and pharmacies aud the compounding. ckpeosing and 
sale of drum, medkiues. pol$oos and physicians’ prescriptions l l l - 

41. South-Dakota : 
1960 Supplement to South Dakota Code of 1939; Title 22--Foods, Drugs, Oils 

and Comrxmods. Part I--Central Administrative Prortsions Chapter Z?.Ol- 
Departm&t of Agrkture. Section 22.1@&-A.s~stanc of public of&rs may be 
required (1) tbe SecretarT of Agriculture, his agents or assistants by witten or 
oral notic* mar require aor police ofiker to inqtit auy place or product subject 
~LJ the sup?n&ion of such Secretary under tbe pro\-isions of this title. to deter- 
mine xhetber its prorisious are being complied with and to report the result of 
such inspection in nwordanc~ n-ith the rules and regulations of the Department 
of &rictiture 

Barbiturates: Hnndliog. Sale and Distribution. chapter 22,12 A. South Dakota 
Code of 1939 ( 19GO supplement). S~tion 22, 13.40;--Records: ALrailabLLity to 
State Board of Health. 

42. Tennessee : 
Food Drug and Cosmetic A& title 5% chapter 1, Temi~w Code Annotated. 

Se tillu .XZ-l’CL--Inqwcrion of Establishments. 
l’h:~rmla~~ sod Poiwn Is3K. title 63, cbayter IO. Tenpe&we Code Annotated. 

Set *ion G3-lOO--In~peU.ion powers. 
43. Texas: 
FcwL Drug aud Co-mctic Act, Senate Bill 43. 1561 Acts of Texas. Section 

21--llry~*tion Pan-ers 
I):~ngrrous Drug Isn-. tnle 12. chapter 3. article 726d. I’wrnl Code. Vernon’s 

Tru< St:ttutes. I:+C0 Su~q~let~~eut Swtion G---Piles or Rewrds; luspectioa. In- 
reucorr uf Drugs. 

44 I’tah: Fwd. Drug and Co-mctic .4ct. title 4. ehul,ter 26. K-tah Code Alma- 
uted, l!G3. Sectmu 4-X-21-Puwer’of Board To llave -4wt5s to Bulldings. 
\‘cl~iclw. and I”lac~z+-In~~ti~a. 

45. Vermont: 
Foo& Drun. Cosmetic and Hazardous Substam- Labeling Act. title 18. chap 
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Poisonous Drugs Law. title IS. chaper 81, Vermont Statutes Aanotated. Set- 
tion 4026Sale of Drugs; Becorb. 
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4U. VIrginin: Pharmacists and Druga, title 54, chapter 15, Code of Virginia. 
1950. section 54-417-Power of Inspection 

47. Washington: Food, Drug, and Cosmetic Act, title 69. chapter 69.04, Re- 
Tised Code of Wnohington. Section 69.04.3i0-Right of Accesa for Inspctio~. 

48. West Virgitlla : Food and Drug Law, chapter 16. article 7. West Vlrgirda 
Code of 1955. Section 1371-(3) Inspection of Analysis of Food and Druga. 

49. u%3cclnsin : 
Pharmacy, chapter 151, Wisconsin Statutea, 1959. Section 151.01-Board. 

(3) The board (phnrmac~) shall hare the right to employ Inspectors, special 
inrestigators cbetuists. agents and clerical help for the purpose of carrglng on 
the work of the board l l l . 

Dairy, Foods and Drugs. ch.tpter 97, Wisconsin Statutes, 1959. Section 97.34- 
Access to Buildings; Samples; Holding Order.-(l) The department (agricul- 
ture) or any of its authorized agents l l l map enter any place or building 
in rrhich there is reason to beliere that any food. drink or drug is made, pre- 
pared. sold or offered for sole. and mar oDen auv Dackaae or recentaele of any 
kind containing. or which is &pposed to contain, any article of f& drink or 
drwr. and examine or anal-ze the contents thereof. 

50. Wyoming: Phnrmar- .\rt. title .X3, chapter _ 32, wyoming statutea, 1957. 
Fectmn 3’%30;--Poxen of Board Pharmacy (4) To Inspect, etc 

The CIIAIIMAX. Jfr. Dingell ? 
3ir. DISCELI. Nr. Chairman, I am glad to we my old friend, 9Xr. 

Jehle, before the committee. 
He said a number of thiqs with regard to Food and Drug. He 

said at one point that he did not think it would be appropriate for 
Food and Drug to couduct vague, rambling, fishing expeditions. 

Do ~-011 have any indication or an 7 e\-idence that xyould indicate to 
you or to this committee that Foo 2 
that kind of practice orer the years? 

and Drug has been engaged in 

Jir. JEIILE. 3ir. Dingell, I would say that, based upon information 
supplied us by certain of our members. that sometimes an inexperi- 
enced, less-qualified FDA inspector might be guilty of such an 
inwstigation. 

But the point n-e are trying to make here,sir- 
3fr. DISGELL. This is a 1-e 

T 
serious charge ou make. 

1lr. JEIILE. There is no c large being ma CT 
that--- 

e here. I am saying 

1ir. DISGELL. You are telling us this morning that less-qualified, 
inrfliclent, and inexperienced food and drug investigators hare 0(3- 
casionnlly gone in and meddled in your plants and constituent mem- 
bers’ affairs. 

SOK, is this trueor false? 
Nr. ,JEIII.~. I would like to have the point made esceedin 

?l . 
ly clear 

that the provisions of the bill would give an FDA agent t e right 
to make that type of inspection. 

31r. DISGELL. I am not belaboring that point. 
3lr. JEIIIX. That is the only point I vish to make, Xr. Dingell. 
3lr. DISCELL. At this time I \rish to knon-: Do you have any evi- 

dence that xrould indicate that the Food and Drug -4dministration 
has in the past ennn,oed in any actiritg that would meet sour descrip- 
tion of vague, ram%lmg,fishinn expeditions? 

Nr. JEIILE. The ct ntemcnt t P lnt I made n-as not that such investiga- 
tions have been made as a matter of course or routinely, but potenti- 
ally they may be made. It is 

1\Ir. DISGELI,. Would you r 
ossible under the language of the bill. 

te 1 the cornrnittee this morning whether 
the Food and Drug INS ik the past engaged in this kind of practiwf 

3lr JI:III.E. Ko, sir; because they do not-- 
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Mr. DISGELL. I beg your pardon P 
Mr. JEIILE. Let me make it quite clear that FDA a ents at pi 

ent do not have the right to make such inspections wit 3 out the con- 
sentF-ithout the permission of the retail pharmacies. 

Xr. DINCELL. Isee. 
So have you any evidence of Food and Drug agents havin en 

in, or any information that would lead you to think that 
ged 

% $and o 
Drug agents have at any point enga ed 
expeditions into the affairs of retall p ii 

in, vap rambling, fishing 
ax-ma&s. 

Mr. JEI~LI:. I said earlier that we have received complaints from 
members &at FDd agents, even There 
pharmacies, have made this type of ramb f 

ranted permissIon by retail 
mg, vague---- 

,\lr. DISGELL. You have received this kind of mforrnation? 
BZr. JEHLE. Oh,pes. 
I say it is not common. It is not a routine practice. 
3fr. DISGELL. You rrould not object to presenting evidence before 

this committee on these vague rambling expeditions by Food and 
Dr-lWP 

Y& rrould not have any objection to document.ing that they have 
conducted themselves in this manner P 

Mr. JEIXLE. The complaints that have been received-is that the 
ty 

r. _- 
e of evidence that you would require, Xfr. Dinoell? 

I fr DI\GELI,. I rrould just like to see some evidence that Food and 
Druz hns behaved in this manner. 

Yuu hare nnule the statement now that they have done this in the 
past. 

I vould like to see it documented 
Mr. JEIILE. I thought I made quite clear, sir, that these instances 

rere sporadic. 
at all. 

They are not a matter of routine, a matter of COUISB, _ 

1Ir. Drrc~ir,. -4s a nlatter of fact, they are very few and far be- 
tween, are they not? 

M~.JEIILE. Yes. 
Jlr. DISCELL. Practically nonexistent and not rrell documented at 

all, is this not true? 
Air. ,JEHLE. If this bill should pass, rre might hava a great many 

more. 
Xfr. DIXELL. Ire are taking this step by step, and I hope you will 

cooperate smith me because n-e do not have unlimited time. 
blr. +JEIILE. Yes, sir. 
Jlr. DISGELL. 24s a matter of fact, these inferences that you sug- 

,z~st :?lis morning ;1re not ~~11 doculnented, and they are rather few 
and fnr hctrreen, are they not? 

?fr. .JEIILE. I will not sav that they are well documented. I can 
present the evidence, if it should become necessary. 

Jlr. DIsC,rLL. Khat I am sayin 
on hearsay. 

g is that your statement is based 

nlr. ,TFXiLE. SO, sir; absolutely not. 
3lr. DISCELI~. Anal not on sound knowledge of FDA practice. 
l\lr. cJ~~~~c. I wi+, sir, that my statement n-ould be considered in 

the conteAt in lvhich It appears. 
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The point made is that the Janguqe is extremely broad, and I think 
thnt under thnt ty 
could be conductec r 

c of lan,rrun_rf, vague, rambling, fishing expeditions 
by the FDA qxctors. 

Mr. Drsam~. Sow, let us get ryht down to this business. 
You say that theF can go m rqht now and can get information 

rrhere they need to have it. for law enforcement putposes through 
the use of a search warrant 1 

hir. JEHLE. Yes, sir. 
_lir. DISGLE. Is that coirect P 
?rlr. JEHLE. Oh, yes. 
Mr. DIWELL. The use of a search wan-ant is permitted only in one 

instance: is that not so, under traditional Anglo-Saxon lam, and that 
is that It can be had only where the court IS szztisfied that there is 
probable cause to believe there has been commission of a crime and 
that, the xnrrant is needed for the 

r 
.d ence 

useful in the prosecution of that crime. 
urposes of gathering evl 

Is this not a fact? 
Tcir. JEIILE. Probable cause; yes, sir. 
Nr. DISGELL. This is the onlv time. Drobable cause that a crime 

has been committed and that thierideA& is on the remises! 
3Ir. JEIILE. ,2ntl this is a criminal statute with PF k- ch we are deal- 

ing- 
3Ir. BSGELL. In the case of the Food and Drug Administration 

in the protection of the -American public, they are IX% going to always 
hare evidence that a crime has been committed. but. rather. thev are 
going to very frequently.be 1ookin.x to make a check t& d&e& wh;&her 
or not ood manufacturmg practms are being used, whether danger- 
ous an f harmful drums like amnhetamines and barbiturates are bemg 
released upon the m:rket thrdugh sundry channels. Is this not x 
fact? 

3fr. JCIILE. Sot that retail pharmacists manufacture. 
3lr. DISGFLL. I am not ensging in an 
Mr. JEIILE. That is n-hat YOU iust sal 2 

fencing match. 
You referred to the manu- 

fnct111 i&q processes of the reiail Gharmacist. 
Mr. DISGELL. So; I said this: I said, is it not a fact that this situ- 

ation x-ill not apply in many instances where the Food and Drug 
is inrolx-ed because Food and Dru,n’s function is not basically the 
prosecution of crimes? 

Mr. JEHLE. Yes, sir. 
Mr. DISCFLL. But it is to assure thnt commodities a.re manufackured 

in a wholesome and safe way; that they are not adulterated. filthy 
or danrerous. is this not a fact? 

Mr. ‘JEHLE: Yes. 
air. DISGELL. .Ind so ako it is a fact that Food and Drue will verv 

frequently in its operations not hare evidence of crime( but wiil 
simply be seekin,n to determine rrllether or not manufacturing proc- 
esvs kre sound. safe. sanitnrc, and nhether or not commodities of 
various kinds are safe, unadulterated and are fit for public use and 
not dange=erous. 

Is tlus not a fact9 
Ilr. . '~TEHLE. That is correct; yes. 
Mr. DIXGELL. So, re 7 frequently, where they need to perform their 

basic function, the?- KI 1 not. have an opportunit-v to satisfy tile re- T . 
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quirements of the law with regard to .serrch warrants, and, yet,, they 
must. have certnin informal ion to carry out their basic fundion. 

Is this not also true? 
In other xvords, they musty have the opportunity to gather informa- 

tion which will enable them to discern whether or not these? com- 
modities ahich thev hare responsibility over are actually safe and fit 
for rmblic use: is this not true? 

I&-. JEI~LE. 14t the manufacturing level, yea. 
Mr. DISGIXL. at the manufacturing level, and I assume that in 

the course of their check, they are going to have to discern whether 
or not these commodities are on the shelves and in the stores of the 
retail pharmacies 

Mr. JEIILE. Let me say right now, Mr. Dingell, that the relation- 
ship betxreen the N;\RD members and the FD,4 have been rery fine 
for man geam. 

I thm -, as I told you, almost all of our members will cooperate xvith -% 
the FD-4 agents, 

Mr. DISCELL. As a matter of fact, it has been so good over the 
years that you really have no cause to be fearful of any provisions 
of this bill, on the basis of your past esperience, because xour mem- 
bership Ilns been able to hare R tine aud xrliolesome relation with 
Food and Dru 

Mr. .JEIILE. F 
! 

\‘hy do we not just leave it on a coluntary basis, thenP 
W~J- turn it into a compulsory process? 
Mr. Drsccr~. You hare no reason to fear, on the basis of your past 

exrerience- .1x-. .JJYILE. n-e do not n-ant the colndsion. sir. We think that 
the State authorities are doing an es&llent job of inspecting our 
files, our business records, and we would like to keep it that way. 

Nr. DITGT.I,L. Let us talk about !he amphetaniines. It is a fact, 
is it not., tllnt there are large quantities of amphetamines that are. 
gettinn into the marketplace, that are having a rery dangerous effect 
upon t ‘I ie polmlace? This is true, is it not? 

Mr. JT.III.E. I think so; ye% sir. 
All t11c eviclcnce xould indicate that that is true,sir. 
Mr. DIXO:I.I,. -1~1 the Food and Drug indicates to us that con- 

trols under existing laws are not sufficien‘i to protect interstate com- 
merce and the neonle of this counts from the laree flow of both 
btlrl~itur.ltes 2nd an~phetnmines; is th; not correct.? D 

Mr. JLHLE. That is correct. 
Mr. DISGELL. -Ind they are, of tours-e, espert in the enforcement 

of Inw, and they have a good understanding of basic needs with 
regnrtl to nmpl~ctnrnines, which I think perhaps is superior to the 
knowledge of the Sational ,\ssocintion of Retail Druggists, do they 
not 0 

bfr. JEIILE. I am not going to debate that,sir. 
Mr. DISCELI.. Thank vou. 
Thank you, Mr. Chnirin&. 
The Cmrrm~s. Mr. Jehle, did I understand vou to sav that there 

is a voluntary understanding and eooi,erntion betiveen the pharmacists 
of the country and the Food alid Drug inspectors? 

Mr. JEI~L~. That is correct. 
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I aould like to have Mr. Cohen elaborate somewhnt upon that in 
view of his experience 

Mr. Corers. Mr. Chairman 
inspector comes into a retail 
he is treated very 
information that heseeks. 

Also. on the State level the FDA has had excellent cooneration 
with the State enforcement agencies. Where they have not been able 
to go into some isolated drugstores, they work through the State 
agencies 

I know of no instance where an FDA azent has had anv nroblem- 
getting the information that he seeks 

” * 

The CHAIRVAS. 1 have had some renorts in mv own district where 
on at least two occasions inspectors have gone into’ a drugstore and ob- 
tained the cooperation of the druggist, and, during the course of their 
inspection they came across certam things out of which came some 
charges. In one instance this caused some very serious problems for 
the druggist 

Hare you had any similar reports? 
Mr. c0lxFx. Ye% 
There hare been some reports to that effect. 
Tile CIIAIIL\IAN. I suppose thev are not widespread. In my dis- 

trict, which is :I rather large dis‘trict, with a good many communi- 
ties, and a lot of drugstores, there hare been very few such instances 
renorted to me. I can think of onlv one in which thev did give the 
&ggist a gre:rt deal of trouble and &ed him a lot of~conc&. 

But your great Trorry or fear is that if the authority of the agency 
is exI)anded, there will be a great many more such instances? 

Is tht your fear? 
Mr. CORES. Yes,sir. 
It is very possible that that could happen 
The CR~IRM.~S. Or is vour obiectlon based on the confidentialitv 

of inform:11 ion tatnecn the doctor, the druggist, and the patient? - 
Mr. COIIES. That is a rerr imoortant noint. sir. because there has 

aln-nys been the feeling that the’phnrma&t should not disclose any 
information about a prescription unless the physician desires it or 
orders it. 

IIe is rery careful, in fact, to disclose information to the patient 
when such information is soughht. 

He usuallr, and in almost erery instance, nil1 refer the inquiry 
back to the physician. 

Mr. JEIILE. An1 rre might point out, Mr. Chairman, that those 
professional considerations apparently hare moved the Federal Food 
and Drug .\clministI-.rtion to rsehlpt licensed medical practitioners 
from the proricions of this bill. I am referring to the patient-phgsi- 
cian relationship. 

The Crr.\rnzr.\s. Thank you rery much. 
1Ir. SUIES;(X. Zfr. Cllni-rmnn, may I ask onequestion? 

. T11e CII.\~X.\S. .\Ir. Schenck! 
Mr. Scrrrscs;. Thank you. 
It was suggested during the testimonv.of one of the witnesses that 

information on the prescription or a cl\tplicnte copy of the prescription 
could be given to the patient by the pharmacist in the event that the 
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patjent felt he might need that information, at a-time when he was 
a~ny from his home community and his own physIcian. 

Is that possible or is that unethical or is it Illegal for a pharmacist to 
do that P 

Illr. COHEN. Mr. Schenck, the Durham-Humphrey law is very ex- 
plicit in That the pharmacist may do in filling, refilling, or giving in- 
formation on a prescription. He is not allowed to give a prescription 
out for the pur ose of having it filled in another pharmacy, whether 
it is in the same 5 tate or another State. 

However, he has the professional authority to write across the face 
of the prescription “for lnfornintion purposes only.” 

In other Kords. if the Datient nil1 take this nrescri&i& to another 
pharmacy and tri to get ‘It filled, the pharmaci‘st will *respect that leg- 
end written across the face of the prescription and Kill not El1 it be- 
caus it is n-hat we refer to as a lezend drug and nonrefillable. 

AIs?, if another physician or th: physic& would like to see the pre- 
scri.ptlon or he does not have record of the pltscription and he asks the 
patient to bring it in, this is the proper way to furnish that informa- 
tion. 

That is the only day the pharmacist writes a copy of a prescription 
that comes under the rygulation of the Durham-Humphrey law. 

Of course, all pnescrlptions are not necessarily nonrefillable. 
There are some that may be refilled, but this applies entirely to those 

preircriptions that are not alloTred to be refilled unless you get the 
authorization of the physician either oraUg or by written prescription 
to refill the prescription. 

Mr. SCHE&C. ‘l?hank sou very much. 
Mr. YOTXGER. Mr. Chnirmnn. I rrouId like to correct the record be- 

cause I find noq that Mr. Larrick did furnish that information. 
The one State w-as Florida. 
The CH.umL~N. Mr. Ro.gers, of Florida, may have permission to ex- 

tend his remarks at this pomt. 
Mr. Jehle, thank you very much. 
If r. .?EIILE. Thank vou. sir. 
Tile CHMRMAX. 31;. Fbller Holloway? 

STATEMENT OF FULLER HOLLOWAY,GENERAL CQUN!3EL, TOILET 
GOODS ASSOCIATION;ACCO~IPANIEDBP DR.EMILS.KLARMANN, 
VICEPRESIDENTAND ~IANAGEROFTHF,'l?XHNK!ALSEBVICES 
OFLEHN&FINK 

3lr. I~OLLOWAT. 3fr name is Fuller HolloKar. I am an attornev 
admitted to the bnr of the State of K’orth CarGlina and the Distric? 
of Columbia and a member of the firm of Hamel, Morgan, Park & 
Snuntlers, of Washington, D.C. I a 
the Toil& Goods .4scociat ion, for Rhlc 4-i 

pear here today on behalf of 

counsel. 
trade association I am general 

The members of the Toilet Goods Association manufacture 
in excess of 90 percent of a!1 toilet re arations sold in America, 

I have with me, Mr. Chairman, I%. glarmnnn who is the vice pr&i- 
dent and manager of the technical servicesof Leh)n &Fink 

He holds the degrees of cl -Cal engineer and a doctor of science. 
He has published many parers and IS renowned in his field and is 
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knowledgeable in the manufacturing phase of this business, as 
we . 

Nr. Chairman, bearing in mind your admonition of the limitations 
of the t.ime of this committee, and, with your permission, I will refrain 
from reading the 10 pages of my prepared statement, but, rather, sum- 
marize it in my own words. 

I think it will take much less time. 
The Crrnm3rAN. ‘iour statement win be included in the record. 
(The complete prepared statement of %fr. Fuller Holloway is as 

follows :) 

Sranu~xr OF m  HO~~WAY on BEHALF OF THE Tom Gocam Assca~-~on 

One msy inqutre why an association of cosmetic manufacturers k interested 
in the terms of H.R. 11581. which is directed nrimarils at the drue industm. The 
reason is very simple. The definition of drngs in the Food, Drug. and~C&metfc 
Act requires that many products of tbe cosmetic industry are classiried as druga 
It may surprise some members of the committee to know that products ~hicb 
they have regarded as cosmetics are in fact drugs by this definition. Some 
er&ples may be helpfnl. They include antidandruff shampoos and balr drew+ 
Ings, certain toothpastes. antiperspirants, some sunburn preventatives, depila- 
tories, and so forth. 

H.R. 11581 makes no change in the definition of drngs in the basic Food. Drug, 
and Cosmetic Act. All tbe prorisions of the bill. therefore. xritb the exception 
of a few that name specific classes of drugs (such as barblturntes and ampheta- 
mines) apply equally to antiperspirants and antihypertensires, to dandrui? 
remedies and diabetes Injectables. It is a far cry from a prescription drug taken 
jnternally to affect a major body process to a product used topically for a strictly 
local effect We  beliere that H.R. 11581 was drafted ~4th prescription drngs 
in mind and without dueconsideration of proprietary drugs. 

I would like to take a fern minutes of the commIttee’s t ime to point out how 
the bill would affect some cosmetic drngs. 

Part A  of H.R. 11581 includes prorisions relating to e5cacy of drugs. Dr. 
Theodore Klumnn. testifrine in behalf of the Pharmnceuticol Msnufactnrers . 
Associntion on Monday. August 20, l!kX?, presented a comprebensire reriew of 
the problems related to proof of e5cnry, ac this pertains both to the definition 
of nerx- drugs and to the new drug clesrance procedures. As Dr. I iJnmpp em- 
pha=ized. medical opinion i< not nlwars unnnimons with respect to the therapeutic 
effectireness of drugs in the treatment eren of rrell-cbarncterised disease en- 
tities. Ye submit that the dirision of opinion mny become even more marked 
when the problem deals aitb a condition like dandruff. the lerel of sweating, or 
the control of bodr odor. The evidences of these natural body functions are 
largely subjectire in nature, and the effectiveness of a giwn product may per- 
haps best be judged by tbe user himself. The n-ell-tralned fnrestigator. er- 
perienced in the art of “armpit sniffing” or fn the exact mensnrement of saest 
production. can predict no more than a probable response of risers ni products 
of these kinds. The submission of “snbstantial evidence” of the effectlrenens 
of products developed to combat the personal problems of dandruff. meating. 
and hodr odor should rertainlr be adeouale to snnnort a new drne annlicatlon 
for snch products. Even nas&ing thnt a piren product is not e&Gfre for a 
certain percrntnze of ucers. these lnd~rirlnnls can hare lost at the mwt the 
price of a single package of the product. (Obviously. these statements are based 
on the assumption that the product has been demonstrated to be entirely safe 
for the purpose. to tbc satisfaction of both the mnnufacturer nnd the Food and 
Drn:: Administration.) And if. Indeed. the product does not offer. to a suffrclent 
number of consumers. tbe beneflts that are claimed, the greatest loser nil1 be 
the manufacturer. for he depends on consumer acceptance to recover the costa 
of reccnrch and dex-elopment. and to show a profit to-his shareholders. Certala- 
ly. products of this kind must comply alth the statntory requIrementa that Pro 
bibft false and mlnleadlng labellng. bot It seems nnrealbrtfc to reqnfre more 
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than substanttal eridencre of effectiveness to permit marketing of such products. 
when the ultimate judgment of effectiveness is made b.v the consumer himself. 

One provision of the 1,111. wtion l@L(a ). materiatlc amends the definition of 
“new drug” to include drugs which are not generally recognnizwJ as eJ%aciona. 
Dr. Klum~n in his testlmonr lnst Mondar discussed tbe subiect at considerable 
Jenath. I-\rnnt to conserve-the committee’s t ime and am mindful of the cbair- 
man’s InJunction to arold duplicating testimony. Let me say, therefore. that 
the Toilet Goods Association supports the views expressed by Dr. Rlumpp aa 
tber appear on pages 18 to 20 of his prepared statement We urge strongly that 
th<* crirericm of rfft-cJirem-.~ not to he sdded to the definition of kw drugs, since 
this provision could result in a requirement that many products that hare been 
on the market for long Jerirnk with an exc-elteut record of safety and ac 
eept~biJitv, would needlesal~ go througb tbe new-drug procedures again. 

Part B’of the MI1 corers the standarditation of drug names. Section Ill(a) 
adds a new- section (SOS) to the Food. Drug and Cosmetic Act, giving the SW- 
rrtnrv of Ilmlth. Educ-Rtion. and \Yrlfarc autborit~ to promulgate regulation8 
establishing a single standard name for a dmg. 

Section 112(a) amends paragraph (e) of section 502 of the Food. Drug and 
Cosmetic Act by deleting tbe provision which requires a drug to bear the eom- 
man or usual name of the active ingredients and substituting provisions which 
would require that it bear tbe established name and quantity of each active 
ingredient. It further provides that the estahlisbed name. which is either 
the name selected br the Secretary as mentioned earlier, or the name in an Of- 
fk3aJ compendium or the common or usual name. appear on the lalwl preceding 
the proprietary name in type at least as large and prominent as that used for 
sueh proprietary name 

I’Vlnt n-cwld (hi< do to the m,?nufnc+nrer of an antiper.spixxut who markets 
his product, we’ll XI?. in n i- or Z-ounce container hearing a label about a 
sqw*e inch in size? I remind the committee that, by present definition, thJs 
J,lodurt is a drug and bears the information prrseutly required under the 
Prod. Drug and Cocmetic Set. including the name or names of the active Jn- 
gredic-nt.. In the Arst Jkce. the mauufucturer nonId have to scale doun the 
slzr of his tr;rclrm:~rk. the name hr which his uniaue aroduct is identified in 
the- drug. or de[lartment &fore. or-the suJ;eruJarkei. ‘ibe buyer of cosmetic 
dru:s usunllv relies on the trademark to identify the desired prodnch Any 
provision wbkh iutcrfcres u-ith this free choice seriously handicaps the manu- 
fncturr n-ho hoe r~tahliched a mlunb!e nronertr rirht in the trademark and 
does a di+ervice to tbe (onsumer who would ha;-e difficulty in Jdentifring the 
product of her choke. Further. the nu~uufncturer. after reducing tbe size of 
his trndenmrk. would Jmre to find room to list the active ingredients-and 
there mar be seveml-Jlrccrding the trademark in type of equal size and promi- 
ncme. This morning I examined several antiperspirants. The active ingredf- 
ems of one product are listed as aluminum mlfnte. sodium aluminum lactate. 
and nater-solub!e Innolin: of another as zirconvl chloride and aluminnm hv- 
drorychlnride; and of n third as basic aluminum formnte and aluminum &l-o- 
ride The prohlrm rlf presenting the names of three ingredients on a small 
hJlw1. in fin* rise nrrd Jnrm~nence required by the bill, together with other 
required h~brl inforrrmti~n. is -elfevident. The Identity of the product ItseJf 
could he loct in a profu=ion of words 

In :*dditicm to lktinz the nctire ingredients as I hare described, the manu- 
fat Corer would also hare to list the quantity of each. It is not clear whether 
thiu i‘. to he an nl~wlnte figure or 1s to he stated as a percentage In either 
eveut he is forced tn gire awar a mlunhle trade wzret for no apparent reason 
Purthermorc. he rnn he forced Into an ingredient race with his competitor 
usinz the same nctire inrrredirnt on the J1leor.v that a product which contaIna 
5 p’rwnt of inprwlient S  ifi fire t ime ar. effective a’ one which contains only 
1 perwnt. wkreoc in f wt that corwlu4nn mar be totallr incorrect 

I hxrt dwelt nnthk subject at some lenatb to Ill&rate some of the dffi- 
cult& lhnt nould eonfront the members of the cosmetic industry In tbe label- 
ing of some of their products if part R of the bill is applied across the board 
to all druzc-Jwprietnry or well as prescription. 

The Phnrmncwnfcnl Ilanufarturers Asw&rtJon has fnllv explained to the 
mmmlt tee the consideration with regard to the standardization of drug namea 
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and the labeling of prescriptIon drugs. We  of the Toilet Goods Asssodatio~~’ 
are addreh.ing ourselws to a completely different area. Regardless of the 
de&ion of the mmmit tee as to prexription drugs. ae respecUully submit Umt 
tbe rn,\%ions rvlatine to stnndardizxtion of drue names would serve 110 WMTII  
pu&c rritb rcspwt to lnoprietary wsmetic t.pe &&%I. 

\\‘e wgzest. tbweforc, that the wnrmittee keep in mind tbe broad-sweep of 
tbe drug drfinitivn in the act and consider abetber it need apply the same. 
legisl:~tirr standards to the whole spectrum of drugs covered bg this definition 

titiuu 201 of H.R. l lZ81 (pp. 3&32 of the print) greatIF expands the antbor- 
it? of the Food and 1h-11~ iwlcctor into the areas of records, flies. pepera and. 
perhaps. secret formulas aud ,,rw-es=es. 

Under section 301 (C) and section 34% of tbe Federal Food. Drug and Cosmetic 
Act. the refusal to permi+ inrpectipn of anything authorized by section 7@4 of 
the act. including rrburewr is authorized under the proposed ameudmcnt. sub- 
jects the person to fines and iu@s&nrcnt On lh3in of criminal prosecution 
one must make sure that all record<. tiles, papers, ~~nresses. controls. and facili- 
ties bearing on violations or potential violations of the act are witbin the scope 
of the inslwtor’s examinn~ion. l’be pruposed amendment n-onld also include 
con=ultinp labornrories (but restricted to those perConning services for a fee or 
other remuneration). appareutl? wbrtber or not such consulting lalwratory has 
couwction rritb interstate c~mmwrcc or the rbiwnmt of goods therein. 

It is said that inspection of consulting loboktories ai well as the mannfec- 
tnrcrs is neceskarr lwxsuse the Food and LJru; Adulinistration must be assured . 
of the ac~uracr of datti furnisbed it from such lnlnrstories.’ 

A  CtatutorC wnfiirmntion of ootboritr to inspect tbe records of both the ~RIIU- 
fac:urrr applicant and coosulticg laburatorr relating to a slwcific product to 
validate dat3 furni+ed tlre FruI and IWJ# Admiui~tration rritb respec< to that 
product (and to nswrtain tbnt the terms of an np~wow~l or trrrific-ale Is carried 
out I. mar be in or&r. This is 3 x-er~ consider:lbl~ diirrreut authority from 
that pr~~powd in tbe bill 
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Perfume formulas bare been detised after years of research by expert perfume 
chemiste and tbe expenditure of oftentimes rery large sums of money. The 
formula ia the most valuable asset of the perfume company. It is what die- 
tiogufshes its product from all others aud makes possible its sales. The secrecy 
of such formulas is essential to the company. The formula of a popular 
perfume would be an extremely valuable item for sale by aurone coming into 
its posaessi0~ 

It would not be fair to tbe manufacturera, to the consultiog laboratorks. 
or in fact to the Insmtors themwIT% to require nuder pain of criminal 
proswutiou that such couAdeutia1 or .ecret data nod formulas be glared in 
the hands of any food and drug inspwtor abo may bappen td be’assigued TV 
the geographic area. 

It is reqwcffull~ submitted that inspection authority, if extended beyond 
present limits. ought to be cle-wly deflued and restricted to the coverage of 
records to suhstautiltte data on which rests the administrative reeoguitio~ of 
the prodwt as lawful for its intended use. 

Mr. HO-WAY. Also, Mr. Chairman, bear& in mind your ‘advice 
that this hearing is limited to H.R. 11581, I will speak only to that 
bill and not H.R. 11582. 

It is certainly a far cry from the type of products that you have 
heard mostly about here ; that is to say, drugs having the capacity 
to alter the life processes of the body. 

I speak only to those products ahich are applied, for the most pa&., 
topically, to the body’s surface, which we w-11l have to call, I beheve, 
a hphenated name, cosmetic-dqs. 

e are only here really-1 v&l cha?ge that for fear of making a 
very bad pun-we hare been dragged Into this drug bill because of 
the very broad definition of “drugs.” h’ot only are those things which 
have the effect upon the life processes, that is, drugs, but those things 
which can in any way alter or change the structure of the skin surface 
are classified as druG,.such as antipe 

“R 
ix-ants. 

Nom, an antiperspirant inhibits t e flow of sweat. It is com- 

ii. 
ounded to have the end result of making one more acceptable among 
1s fellows and perhaps himself lessenmg assault on the olfactory 

nerves. 
The Pharmaceutical Manufacturers Association and the Pro- 

prietary Association representatires have gone into considerable detail 
with respect to the provisions of this bill regafding efficacy. 

Those cosmetic-druws such as the antiperspirants and the suntan 
lotions, which may aft be devised to prevent sunburning, or such 
things as shampoos that ha\-e a germicide in fhem: are drugs under the 
definition, and we believe that in terms of the proof of eflectlreness 
the best judge of the efficncv of tlrew 
cause such products have a bearing on 7 

roducts is the consumer, be- 
ion- that particular person- 

hoxr he or she looks or smellsand that sort of thing. 
If I may make a reference to the Senate bill, which, I understand, 

has no- been reported out of committee, the efficacy provisions in 
that bill have been changed, or at least they vary from the bill, H-R. 
11551, and I believe, has terms that are much more acceptable than 
are in H.R. 11581. 

The one thing I would like to emphasize most strongly before this 
committee is the provisions relating to the standardization of drug 
namea. 
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This, in the first place, is an economic concept. What its bearing on 
prescription drugs may k, I am not prepared to cover. 

With respect to proprietary drugs particularly, and with respect 
to cosmetic-drugs, we believe that the provisions of H.R. 11581 would 
be disastrous. 

Take, again, the example of the antiperspirant, which usually & in 
a little jar, perhaps, the top of which is about the size of a silver 
dollar. 

The present law provides that the active ingredients in that prep- 
aration must be shown on the la&L 
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3fany other things must also be shown on the label: the name and 
address of the manufacturer. the auantitv of the contents. directions 
for use, the percentage of alcohol, all on’ this very small ‘label. 

The customer coming in to get a toilet preparation 99 times out of 
100 chooses that toilet preparation because of its trademark, because 
of a trusted name, because of past ex ex-ienca. 

It is not intended to have anyt i? 
tion to him or her. 

mg other than cosmetic applica- 

The Senate bill, ag+, the provisions of the Senate bill, as I read 
them. would reauire that the active ingredients be Dlaced. or continue 
the rkquirement that the active inqe%ients be placed & the IabeL 

A statement of the quantity of the active ingredients need not be 
ShOPilL 

As I understand the bill, although it is a little ambimous. from a 
hasty reading, that the proprietary name, or, rather, >atin’g it the 
other war. the active incredients must be half the size. the Drint must 
be half tliesize of the przprietary name. 

I A 

This, XT-e believe, is still very bad. While the brand name or the 
trademark name need not be submerged in the ingredients, the design 
of the package is such that a consumer going along a supermarket 
shelf still mants to take a look and find out the brand of product 
that she n-ants. The Senate provision requiring a size of type rela- 
tionship in connection with proprietary drug-s cannot create anything 
but confusion. 

Going over to the matter of factory inspection in H.R. 11581, it 
seems to me that after tak+p a look at what the Food and DN 
Administration has really said that they are concerned rrith, whlc -ii 
is the fact that they sometimes are not getting accurate information 
rrhen they have to put out a certification or thev are requested to 
clear a new drug or ihings of that nature, and thai thev real!y ought 
to hare the authoritv to inrecti_nnte and validate the informatlon that 
is given them before they, in e’kect! approre That has been done, in 
terms of that it seems to met hat this IS a legitimate request. 

That in the event information is supplied by an applicant,.that 
information mar come eTen from a consulting.laboratory not within 
the control of the applicant. Then, as a basis for approval of the 
request. I would think the Food and Drue Administration ought to 
be*able’to go back to get to the original &ords to support it. - 

That is to sav. the chart which the fellow made when he weiehed 
the rats or the&inea pigs) or what he did back there, T that?heT 
c3n be S~IX that the bus;ls of the Food and l31.1~ Admmistrationa 
approval or denial is well founded and can be validated. 
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But xvhen we go over to the In~~gunge of the bill that is before US 
no\r, it. seems to Ine tl1:1t the bill 1s ackmg that the entire facility of 
the man11facturer is to be opened up for 1nspectio11, and this, to my 
knorrledge, h.as not been shown to be necessary. 

In the area of co11sulti112 laboratories, it, wo11ld seem to me again 
that there are problems with respect to’ tl1e con11ncrce clause of-the 
Constitution as to whether sct11nllg they should be able to go into 
these conslilting laboratories at all. 

On the other lmnd, if the cons11lting lahoratorics file so111e data 
with them, then that would be that wl1ich 1l-o11ld let them there for 
ins fxtion. 

4 hese are the things that bother us, Jfr. Chnirntan, alld 1 respwt- 
fullv submit that the 1nntter of the st.111dardizntion of drug names, 
in&far as nronrietarv druzs are co11cerned. sho11ld be deleted from 
this bill. and the matter of i-he factory inspectio11 ought to be confined 
to the exte11sion to which I hare addreised ripelf. - 

Mr. R0~1~1tn3. Thank vou rerv 1uuch. Mr. IXolloww. 
Any questions by the~o1nmitiee? ’ 

_I 

Our next n-itness will be Mr. F. F. Dittrich. nresident of the Esseu- 
tial Oil dssociation of the U.S.-Y., 2 IRxin&bn -\venue, XeK Tork 
10, K.Y. 

STATEMXNT OF FRANK F. DITTRICH, TREASURER OF THE UNGERER 
CO., AND PRESIDENT, THE ESSENTIAL OIL ASSOCIATION OF U.S.A. ; 
ACCONPANIED BY R. E. HORSEY, VICE PRESIDENT, GIVAUDAR- 
DELAWANNA, INC., AND CHAIRMAN OF THE LEGISLATIVE COM- 
NITTEE OF THE ESSENTIAL OIL ASSOCIATION OF U.S.& 

of 
Jlr. D1rrmc1r. I am Frank F. Dittricl1, treasurer of Ungewr Co. 
Sew York City, and l1are been engaged ii1 the essential oil mdustry 

for more than 20 J-ears. I n1n appexrlnf here today in my capacity 
as president of the Essential Oil -&ociation of t7.S.-%., a11d speak in 
behalf of its members 

Accompanying me here today is Mr. Robert Ilorsey, chairman of 
our legislative committee. 

n-0 are opposed to section 201 of 1T.R. 11381, the facto1v inspection 
provision, nhich is the only provision in this bill that di1wtly affects 
our industry. 

The Essential Oil .\ssocintion con1prises 73 comlx111ies which manu- 
facture, process, and supply 110 less than 90 percent of the fragrances 
used in all the cosmetics, bea11t.y preparations, nerd related articles of 
toiletq purchased by the -Ymerlcan public. Fragrances also constitute 
a vital Jngredient ~JI soaps and detergents, a~1d 
ly used alticks. 

in many other co1nmon- 
Therefore, n-e urge ~011 to consider that virtually the 

entire population-in fact. each one of u5+encl1 day. no matter how 
simple his mode of life nine be, b1~vs ant1 uses articles containing these 
fra&anccs. ~ior-eowr, our choice and enio\-melit of theJJ1, a& even 
the rrish to use sucl1 articles at all. whetlrer ;lelibrntc or unconsciowx 
is decisirely influenced br the fragrance wl1ich the article ~nnv have. 

Tl1uy Chile our particular intl11ct.q may be a coml1aratirely small 
one, its influenca in eceqday life IS gtat, and it is importanl\, not 
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to my special group or class of people, but to all of us in a very per- 
sonal way. 

Another intriguing feature of fragrances is the fact that while their 
effect on the nonularitv. desirabilitv. and usabilitv of consumer eoods 
is a vital facior’ the ar&mt of 
vital effect is in)deed very smal! 

erfume oils needgd to accompli& this 
. This IS one reason why, in addition 

to the many.years, and in some cases, centuries of safe 
these materials, no hazard of any consequence is 

. &nazing as this may seem to the layman, a few examples are cited to 
- illustrate: 

-4 widely used cosmetic, such as a cold cream, contains on the arerage 
of one-half of 1 percent of perfume oils. One point of perfume oils 
is used to impart the pleasant fragrance to 200 pounds of the cream, 
or 600 four-ounce jars. In terms of consumer use, this would repre- 
sent 32,000 to 40,000 individual ap lications 

The ever popular coloww useI so widely today contains about 3 
percent of perfume oils. -One pound of perfume oils prepared 4 gal- 
lons of cologne-or 128 four-ounce bottle-a common size unit sold 
on the retail market. If used Iavishly by our charming ladies, this 
would be sufficient for 8,000 applications 

Thus, the concentration of-I&-fume irqedients in contact with the 
bodv under normal usage is very Ion-: and among all the literallv 
milhons of occasions on %hich s&h contact is madcdaily, nothin d 

B- our many years of experience indicates any adverse effect on the pu bc 
health. Thus, there is not now, nor has there ever been, a problem 
which, as far as the perfume and fragrance industry IS concerned, 
calls for the inclusion of our industrv in the factory inspection author- 
ity of this bill. 

The problems of our industry are entirely different from those of 
the manufacturers of drus. i should l&e this committee to how 
That our problems are, for‘thev hare a direct bearing on the provisions 
to which this statement is directed-those of the factory mspection 
provisionof H.R. 11581 (~~201). 

The heart of our industry, and our most valuable assets, are the 
innnmer:ible secret formulas. each of lvhich contains anyxvhere from 
20 to more tllnn 200 ingredients. These formulas are the sophisticated 
end products of centuries of development-perfume making being as 
old as civilization itself. The creation of perfume bases is not just 
a skill or a craft: it is trulv an art. A11 of the magic of a beaut&rI 
fragrance snriws from the-imarination and creative artistrv of those 
fe;rare in&vidnnls whom we sll perfumers. Using the v&t multi- 
tude of ingredients-many from all comers of the earth-and after 
months and often years of erperimentation, they finally produce the 
formula for that beautiful neR scent which may be a perfume or a 
coIo,~ne, or a part of n beauty preparation such as a cream or lotion. 

We posqess nothing in our business that is more valuable than these 
formnlns. 
them. 

-\ll of our artistry, knon--ho%, and experience r-zpose in 
We must go to great lengths to protect their secrecy, and the in- 

evitnhle loss ~111rh would result from formula disclosure would be 
a tragic blow to the companies in our field. The patent laws by their 
very nature do not, as a practical matter afford effective protection 
for perfume formulas. The only means available to duplicnte or sax- 
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cessfully imitate these exclusive fragrances is to have access to the 
formula, It cannot be accomplished by analytical means. It is al% 
notoriously di5cult to obtain effective redress from the courts in situ- 
ations where our trade secrets have been appropriated and used by 
third oarties. Indeed. our onlv securitv is to take the most elaborate 
intern>1 precautions a,&ainst d&closure bf the formulas, ~LWIU~ the 
limitin of access to t&m to the fewest possible people. . - 

Tl me f t ac ox-v insnection nrovision. section 201 of H.R. 11581. would 
be tantamo&t to ‘disclosu*m of our’secret formulas and p& It 
is not wl~ollg inconceivable, nor ent,irely without precedent, that FDA 

fr 
lersonnel may, at some future time, be em 

under this bill, our industry will be un s . . 
loyed by competitors. 

et, 
show these formulas to FD-L employees. 

er crmnnal penalty to 
What problem of national 

health and safety requires this endangering of our entire industry? 
We know of none. 

Among the very few cases cited by FDA representatives where in- 
juries xere mused bf cosmetics, not ereu one incident was given _ 
There the products o our industry were blamed as the cause of the 
injury. 

Ve feel that n-e must. strongly protest these proposed new broad 
poxers as an attempt to grant authority for unreasonable search and 
seizure. There are well-established legal 
formation or evidence where violation o l! 
other hand, enactment of the proposed revision 
matter, open the door to unlimited broxrsincr, fishing, and harassment 
nt ~-ill by any one or more otlicers, any nun%er of times, and of unde- 
termined duration each time, under the cloak of entirely discretionary 
police poxers ostensibly granted to every wearer of an official hadge- 
Kit I\ or without probable cause or suspicion of violation, or reasonable 
grounds for same. While the oppresGve nature of such procedure is 
certainly apparent, we believe that its constitutionality is in grave 
doubt, to sav the least. 

From aliour Dnst esnerience. and from a careful and considered 
projection of ho& thextroad nkw polvers of inspection sought to be 
conferred upon the Food and Dru g Administration would opera 

t% rre do not see 110~ the inspection of our process- and formulas woul 
confer any additional safety or protection on the consumer; but it 
WI&I impo% oppressive, expensive, and damaging burdens on us. 
The Essential Oil ,%ssocintion of U.S.A. stronfrlT recommends that 
this committee take into consideration our indu&y’s unique depend- 
ence t~pon the inriolabilitg of its trade srets, as well as its unique 
record of product cnfet . 
in cosmetics from the actory inspection prorision of H.R. 1158L 2; 

and exempt perfumes and fragrances used 

We, bon-erer, supLest that the efforts to obtain drug legislation at 
this sesGon of Cor:gress should not be impeded b controrers involv- 
ing other industries, arising solely by reazon 0 P. 4 
inspection prorision in its present form. 

this genera factory 
For the same reason that 

this committee decided to retirrict its hearing to 1-1.1~. 11551, and not 
take up at this time the complexities involved in H.R. 11562, we rec- 
ommend th;lt the factory inspection provision be revised to conform 
with 111oce already approved by the Senate Judiciary Committee, 
which omits reference tn foods and cosmetics. 

718 



oL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC Aa 

DRUG INDOSTRY ACT OF lQ62 545 

On behalf of the members of the Essential Oil Association of the 
U.S.A., I express our appreciation for this opportunity to state our 
views on this bill. 

Mr. Roe~wrs. Thank you, Mr. Dittrich. 
Any questions, wntlemen of the committee? 
Afr. Yommx just one 
I judge from 

dustry fears is t E 
our testknong that one of the thin that your in- 
at some good promoter like Billie .F 01 Estes mi ht 

very well get some Government inspector to copy a formula and $i;s- 
close it. 

1s that your feeling? 
Mr. DITCH. Our feeling is that a man that would look at our 

formulas, and, necessarily, it is not erased from his mind as far as 
the disclosure of the formula is concerned? and there are certain in- 
gredients that are specialties of 

f 
articular houses that would be in- 

valuable information. for esamp e, to m  
knou about, which help us to make a 

&house, which ue do not 
tter product to cornpet. 

with our competjtors 
hfr. YocscEn. That. is all. Mr. Chairman. 
Mr. ROBEZTS. -bything f&her, gentlemen P 
hfr. Glenn? 
3fr. GLESS. Mr. Dittrich, T am curious as to what kind of oil this 

is that you use as the basic ingredients in these preparations. 
Is that a tradesecret? 
Jfr. DITIXICH. Ko. 
I nould just say that rre use esxntial oils and aromatic chemicals, 

and I would say that maybe there are 4,000 to 5,000 of them in com- 
mon usage. 

Mr. GLESS. Is it an olke oil, or ahat? 
3fr. DI-ITRICH. Oils from plants and trees and from nature itself, 

moyt of tile oils. citru; oilc rrhich come from the peel of the lemon, 
the ormye and the lime. There are oils from nood. 

Jfr. GLESS. Do rou use any petroleum products at all! 
Bfr. DIlTRICH. Sbt to a gr&t e.xtent. 
3fr. GLOSS. Tllnt is all. Thank you. 
(The follov5n.q self-explanatov letter xas wbsequently receiwd 

with accompanymg pamphlet :) 
TICE ESSESTUL On. AFWXIATIO~ OF C.S.A.. 

Soo York, S.F, 4ugust 28. 196% 
Be statement of Mr. Frank F. Dittiich, president Ewzotial Oil AswcIath Of 

U.S.A. 
Chairman Oars Bnws. 
Eovse Cwunitlcc on Inlcrsluie and Foreign Commerce. 
Xrv- IIourc Oficc RuMin7. TTvorltingionm. D.C. 

DE.+B Pm: During the quwtioning period following presentation of my state- 
ment IJst Tburzd~x. Rwrwentatire Glenn inauired as to Kbnt were essential 
oils. 

The attwhed pamphlet pnbll~hed by the association might be helpful to ~onr 
committve in undrrsIandinc our members’ Drodutts and activities. It also lists ., 
the member companies. 

If po-sible, n-e would alqveciatc if tbir pamphlet could be made a part of 
onr 5L7temeut 

Yet-y truly yours 
FRal~x F. Dn-rmca. Prcaidpni. 
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In tbe simple dally routine of our lires. flacors and fragrances play aa ~II- 
Dortant Dart. subtle. at times almost unnoticed. but slwava addion enfowent 
in a se& t&y act is catalysts, helping to sell ibe pror&n 0r co~&m~r~go&$ 
produced In the United States and making these goods more pleasfog to tbe user. 
The refreshing tang of a tasty carbonated beverage, tbe clean smell of a cake of 
soa-or lives are enriched many times each day b1 the pleasures of taste and 
smell. 

THE LxDc8TRY--Iw SIZE Arm 8coPP. 

Recorded history does not reveal when esseotfal oils were first sold commerclal- 
I$, although there-is evidence of the use of fragrances that goes back to the daya 
of the early Emtian dynasties The development of the industry. however. aa 
we recoxnize it today started 0Tec 100 ~-cars axe. maturina in terms or technoloel- 
cal advancement at- tbe time of IVorid WarvI.. Today.& a result of resear;lb 
and modern production techniques. it serves manufacturers of numerous Bnished 
product<-foods, beverages, pbarmawuticalq soaps, cosmetics, toiletries, and 
many others. To give these products either a 5aror or a fragrance-the essen- 
Hal oil industry gathers ingredients from all orer the world-peppermint from 
the United States, lemongrass from southern India, ro6ew3od from the rain 
forests of Brazil citronella from the island of Formosa. ctret from Ethlonia. 
Importing. collec&g, processing. distilling. refining. the ‘esesntial oil indu.&y 
prepares these raw materials for use by other industries, whose products are mer- 
chandised directly to theconsumer. 

But the Drocessing of these natural substances is only part of the 6torg. In 
the last 20 fears, theindustry has adrati,ced considerably ii chemical technology. 
n-ith the result that manmade materiaLs todar acwunt for a laree ~rowrtion 0r 
total tonnage produced. The modem “essential oil” plant now &il& chemical 
rr-rarch and all the complex tools of modem chemistry, Including new prodnc 
tion techniques used tbrotighout iudustv. This sving to aynthesls has required 
a much birrher caoital investment in maoufacturina buildings and eqnlpmenf 
but the r&rds dave been substantial in terms of new mat&ials, lowe< costa, 
better quality. and almost unlimited supplies 

In 195; it is estimated that tie essential oil industry produced orer $150 mll- 
lion rrortb of flavor and fragrance materials, rrith a healthy outlook of steady 
and substantial growth in tbe immediate wars ahead. 

Aromatic and flaror materlals range, in broad terms, from the syntbetlc 
chemical wmpouod emerging from a modem research laboratory to the jasmine 
oil or lemon oil extracted from natural materials. There are several hundred 
natural materials that are processed into essential oils. Tber include flowers, 
gmszes. sy+xs. herbs. citrus products, fruits. leaws, roots, -vwod. gums. and 
animal nroducta. The nrotewine of these materials bv rarious methods. includ- 
Ing dis<llation, extra&on rritha rolntile solrent, maceration. and enbeurage 
(cold fat sbxwption), is done much the same war that it has been for many 

fears. except that prcce=es and equipment bare gone througb manf stages of 
improvement and adrancement. 

Research has shorrn that tbeae natural oils contain a multitude of chemical 
compounds. such as alcohols. esters, aldch?dcs. ketones, phenols. lactones. ter- 
pene? and se.wuiterrwncs. Ther are reasonable uniform in comrmsltlon and 
identi5able 1,~ such I;hrsical chn&terictin as y&ific gravity. refractire index. * 
optical rotnfion. soluhiiity in alcohol and other solwnta. 

IdeutlBcation of these constituents In es+entml 6ils has led to tbe syntbesls of 
maur of them by researchers trying to duplicate nature’s chemistry. In addi- 
tion. modern research hns produwd a number of nerr synthetic aromatic cheml- 
cals similar in structure nod odor to the wnstituents of the natural oils. as well 
as some tbat bare entirely new odor cbaracteristlcs In all, tbere are’prhaps 

_ 3.000 or more synthetic materials which hare become important ingredients in 
the derelol~ment of finished perfume or flaror compounds. With some of these 
compounds cvntolnlng as many as 200 inzredieots. it can be readily seen that the 
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Syntbetk is pla+tiug a rltol role. not only from the standpoint of coat and quality. 
but from the standPoint of providing the perfume nnd flavor creotlre cbemiat 
with the tools that are necessary to produce better products. 

It Is the aim of each member of the Essential Oil Aswciatlon (EOA) to serve 
industry with products of superior and consistent quality, purity, and estbedc 
value. To maintain such standards. coropanies hare worked together with the 
EOA. providing tbe leedersbip uecessnry for a growing. changing industry. Tble 
organization now has close to 00 actire members--companies engaged in the urc+ 
duction or sale of essential oils, aromatic chemicals; prtum< or flavor &o- 
Dounds in the United States and its uossessIons. There are a dozen assorint~ 
&embersU.S. representatives of companies engaged in these activities In otb?r 
countries. 

What is today a vital organization. started as a forum of 30 processors, tm- 
porters, and dealers. Called together by E. 1’. Eileen of George Leuders 6 Co.. 
they met to discuss problems confrouting the trade in 1027. The Essential Oil 
Dealers Association erolred from that meeting. BT December 1931. tbe assoct- 
ation adopted a new constitution and a new name.~in keeping with the growing 
scope of the industry-the Essential Oil Association of U.SA, 

As set forth in the constitution, the object of the nsssiation is the cultiration 
of sound relationchiPs among essential oil produces dealers, and distributors, 
hr Proriding a uweting ground for the diecwsinn of trade Problems which are 
common to all. Promoting harmony and understanding grow in siguiflcauce 
each gear because of the international character of the essential oil industry, 
which brings American goodwill and trade to mang countries throughout the 
WO,rld. 

Guiding the Essential Oil Association are Its three otbcers-and tire members 
of the excutice committee, ebx-ted annuallr. Tbe headonarters of the aacocl- 
ation. at 2 Lexington Avenue, Sew ,York City, are under the direction of the es- 
ecutiw director. Ray C. S&batterer. rrbo. with his staff. administers and coor- 
dinates the various functious of the organization. Reflecting the broad range 
of the association’s activities are the standing committees. 

Scientific.-The work of the Scientific Section, organized in 1937. is aimed to 
kr-el) p:tce n ith the accelerated Progress of the eu;ential oil and aromatic chewi& 
manufacturing Industry, in their rapid advances in flavor and perfume maou- 
facturing techniques. One of its responsibilities is to accept quality standarda 
and >pnrtfications so as to facilitate the buying and selling of rnrious commercial 
grades uf e,sential oils and aromatics. 

As of O<tohrr 1038. some LO sPecific3tions hare been established n-rth 21 test 
methods to aid in their determination These ha\-e all beeen incorporated in the 
internntionallr accented booklet “E.O.A. Standards and Snecifications.” This _ . 
-xork, first relenwd in 1046, has rewired rrorldwide &ognit& and has enhanced 
not only the professional stature of the indwtrr, but has uPgraded the increasing 
number of nen- Products introduced during the rears in commerce. This serrtce 
to lnrze-vale uwrs filled a need which has not been corered preriouslr bp the 
offieinl wono~~at~hs of the United States I’harmncotw~eia (VSP) and the Sational 
Fotmula~ (SF). 

The In~trnmcntnl Analysis Committee. a setlarate section of the Scienttflc 
group. cwluates nex spectroscopic developments in the analytical techniques of 
Perfume and flaror materials as an aid to rewarch and qunlitr control. The 
lner~:trntion of Pure orgxnic comPcwnds, and htud?.ing their idiosyncrasies under 
sfmtm. )~ns hcen of considerable set-rice to all inter-ted. 

Irnnort.-The Imnm-t Committee is nrimnrilr concerned with V S. ru+xns and 
tariff rezulntions. ocean frripht raIes,-and marine and uar rik insurxnre on im- 
ported ~hitlmmts. It reprewnts the association befcere Government groups. and 
erprelces trade opinion before fetleml ngenries. It cnntacts freigbt rate con- 
frrrnccs and inform5 the nteml~rrship of its actiritics tbrougb ~eriodtc bult+tln% 
The rwnnlittee also adrises regardiue dithculties with rhiwers aa t0 a-eight& 
qualit?. etc. 

ExPort-The rompler problems of international trade are reriewd b? the 
Export Committee which keeps the menrhershtp informed of reylations and 
restrictions abroad. The committee takes an active luterest in ProWsed r* 
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clprocsl trade agreements, export titlstlm, and legislation affectjog shfpmenta 
of these materials out of the continental United States of America. 

Credit.-Members’ inquirles concernlngcredit problems and policies are handled 
by the Credit Committee. It receives credit loformation from individual mem- 
bers and reports matters of importance to the membership through a bulletin 
6ervIce 

Trade names.--This commlttee publishes the “Coined X‘nmes and Trademark 
Catalog.” and establishes the rules and principles which guide members In the 
6dectlon of uames for new products. Its list includes those names tbat have 
already been registered. rind those that are in the coined-name category. 

Legislative.-Proposed legislation affecting the essential 011 industry Is studied 
by the Legislative Committee for recommendation to the membership. This cam- 
mitten is the official representative of the association at aU deliberations In 
Washington. 

Ar:ritration.--Conflicts of Merest between members of the assocletion are wb 
mitted to the Arbitration Committee for settlement or advIce. 

There are maog other fields of action of the association, all pointed to the 
promoting of fraternal relationship and goodn-ill. The EOA truly protides t 
comn~~ meeting ground for the discussion of trade problems common to aU irr 
the essential and natural oils. Isolates, and synthetic aromatic chemical lndnrstrie% 

The members afaliated are as follows: 
American Aromatics, Inc., 24 East 21d Street New Tork Cltp. 
Aromatic Products. Inc.. 235 Fourth Avenue. New York CiW. 
Belmsy, Inc., 116 &&2itb Street Sew Tori; City. - 
Bertrand Freres, Inc.. 443 Fourth -4renue. Sea York City. 
Centflor Mfg. Co.. Inc.. 500 West 52d Street, Kern York Citlr. 
Ph. Chalecer, Inc., lG0 East 56th Street X’ew Tork City. 
Chnrabot 6: Co.. Inc., 114 East 25th Street. ?Zew York City. 
Antoine Chiris Co., 212 East 23d Street, Xew York City- 
Citrus 61 Allied Eswntial Oils, Inc.. 0143 Sbcffield Avenue+ Brooklyn, N.Y. 
Dodge S: Olcott, Inc.. l$O Varick Street, Xew York City. 
P. R. Drerer. Inc., 601 West 2Gth Street, Kerr York City. 
Felton Chemical Co., 599 Johnson Avenue, Brooklyn, XT. 
Firmeoich 6: Co., 270 West 18th Street. New Tork CiQ. 
Fleuroma, Inc., 38 \Yest 21st Street, sew York City. 
Florasroth Laboratoriec, Inc.. 900 Van Srst Avenue. Xew York ci@. 
Fries Bros. lot., Post Office Box 8. Carlstadt, h’.J. 
E‘ritzsche Bras. Inc., 7G Xiuth Arenue, New York city. 
General Aromatic Products, Inc.. SM4 S. Lawndale Avesne, Skokie, III. 
Givaudnn-Delanxnoa, Inc., 321 West 44th Streef New York City. 
The Glidden Co., 52 Vanderbilt Arenue, New York City. 
Dercales Po\vder Co., 350 Madison Avenue. New York City. 
Hoff~uno-LnRocbe. Inc., Rocbe Park Nutley. K.J. 
D. n-. Hutchinson 6: Co., 700 S. Columbus -4renoe. Mt. Terooe, N.Y. 
Lauitier Filn. Inc. 321 Fifth .4yenue, New York City. 
George Llledfir~ & Co.. 427-n \Vasbington Street, h‘ew York City. 
Nngnus. Mabe 6: Resnard. Inc., 16 Desbrosses Street, 
Nnne Fils. Inc.. !I East 19th Street, h‘ew Tork City. 

New York City. 

J. Mnnheimer, 214 East 21st Street. Kew York City. 
hl:lrWnud Cheu~fcal Korks, 100 K. Hunter Avenue. nla.?~ood, NJ. 
h’romnnn. Bu+e Fc \Volf. Inc.. 5’500 Northwest Hi+~ag, Cbicsgo, ~ 
Sew Tork Aronrntln Corp.. Pr,it OtIi,c Box IS, High Bri<?ge, X.J. 
h’OYd3 E’swnti.?l oil (E Cbeulical co., WI $vest 26th Strwt, Xew York C&y. 
h’orille Esneotinl Oil Co. Inc., 1312 Fifth Street, North Bergen, h’.J. 
Orbis Pmdu<ts Ccrp.. CO1 West 2Gth Street. I\‘ea York City. 
timpagllie I’areoto. Inc.. Croton-oo-the-Hudson, Xea York, N.Y. 
8. B. &nick 6; Co., 50 Church Street, Sew York City, 
Perry Bnth., Inc.. 61-12 .?‘%l Avenue, Woodside. LI. 
I’olak S Scbwarz, Inc., tX7 Wnshfngton Street, Xew Tork City. 
I’ololt’c Frutnl Works. Inc.. 33 Sprague Avenue. Middlctown. N.Y. 
Polarome Mnuufncturit!g Co.. Inc., 73 Sullivan Street, Kew Pork Cfty. 
Reynaud, Ltd., ZX?(73 West 52d Street. X’ew Pork City. 
Rhodin, Inc.. CO East 5Gtb Street, Ken York City. 
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F. Ritter & Co.; 4001 Goodwin Avenue, Los Angeles, Calif. 
P. Robertet. Inc.. 221 Fourth Avenue. New York City. 
Roubecbez. Inc. 8 East 12tb Street, Sew York City. 
Rowe-DuPont. Inc.. 3GG >Iadisoon Arenue. sew York City. 
Ryland-Johnson Co.. Inc.. 174 Front Street, Sew York City. 
Schimmcl ig Co, 601 West 2Gth Street. Xew Pork City. 
Standard Aromatics, Inc.. 88 University Place. Sew York City. 
Synfleur Scientlflc Labs.. Inc.. 33 Oakley Avenue, bfonticello, N.Y. 
Syntomatic Corp.. 114 East 3‘Ld Street. Sew Tork.City. 
A. hf. Todd Co.. 1717 Douglas Avenue, Kalamazoo. Mb& 
Tombarel Products Cm-p, 725 Broadway. Kew York City. 
Trubek Laboratories, State Highway 17, East Rutherford, NJ. 
Uogerer & Company, Inc. 161 Avenue of the Americas. h’ew Tork Cii$ 
Van Ameringen-Haebler, Inc.. 521 West 57th Stree+?t xew York city- 
Albert Verley, IOC, 1375 East Linden Avenue. Linden. NJ. 
Verona Pharma Chemical Corp., 26 Verona Arewe, Sewark, NJ. 
R. D. Webb 8: Co, Ioe, 137 I%oston Post Road, as Cob, CO- 

EOA Associate alembers 

J. Rerlage Co.. Inc., 11 East 44th Street. l;ew York Clh’. 
L. A. Champon & Co, 303 West 42nd Street, h‘ew York City. 
Doran 6; Schmiedel, 3GG Main Street, Fort Lee, NJ. 
Julian W. Ls-on. 7 Dey Street, Kew York City. 
Walter F. Mahneke, 75 Maiden Lane. New York CitS. 
Calrcrt Mills Co., 44 Whitehall Street, New York City. 
Ludxrig 3lueller Co.. Inc., 24 State Street. Sea York City. 
A. R. Peters Co., 501 Fifth Arenue, h’ew Tork City. 
Schmitz-SchoenwaIdt-Turner Co.. 20 Vesey Street. %w York City. 
Utinindo International Corp., 82 &aver Sttret, Sew Tork City. 
George Uhe Co., Inc.. 56 Ninth Arenue, Kerr York City. 
John D. Walsh Co., Ine, 32 Rroadway, Sew York City. 

Nr. ROBEIITB. Anything further? 
Nr. DISCELI.. Mr. Cllalrmnn, I am rather caught by surprise. 
I n-ould like to lmve permission of the Chair briefly to explore thii 

with the rritness, if I may. 
Nnre you ever had any bad experience rrith the Food and Drug in 

the course of their factory inspectionsso far! 
Air. DITI-RICH. So, sir. 
hfr. DISCELL. X’one. 
They have engaged in some factory inspections of your member- 

ship ; have they not F 
Nr. DWITUCH. Yes, sir. 
Mr. DIWXLL. And hare you had any bad results of their inspections 

insofar as divulging of trade secrets or engaging in any other practice 
that might hare been harmful to your industry or to your representa- 
tires ? 

Nr. Drrr~.rcrr. I do not believe they hare had access to our trade 
secrets up to this point. 

Nr. DISGELL. I sea. 
?;o\v, what language in the bill-and I assume you have studied it- 

in the fnctoT inspection section specifically autllorizes the Food and 
Drug Admrnrstmtion to go into trade secrets and to engage in practices 
harmful to your industry 0 

Nr. DITTRICH. I believe the bill states that processes and formulas 
will be available for inspection. 

Nr. DISGEI.L. If we put into the bill strict language making it a 
Federal criminal offense to divulge trade .secrets except m cases where 
it is necessary to effect a criminal prosecution or to effect same action 
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by Food snd D~u,R IWWSS~; to protect tile public health and HeI- 
fare, would this meet your objections to the bill? 

Mr. DIWRICH. Ko, sir. 
Mr. DISGELL. It would not. 
Why not? 
Mr. Drrxmcrr. Because, as we pointed out in our statement, it is 

impossible to determine whether or not a formula has been copied 
or wh&er somebodv has dupliczlted it. These Derfumers that we 
have, if rye want to &-et into ihe intricacies of ou; business, are able 
to duplicate to a degree. 

In other xords, if Z company makes a perfume or a perfume base, 
me might duplicate it to a degree hy determining through sxn&-- 
odor-+ determining by odor what is in there. 

Therefore, we would not Mow whether this was divulged or not. 
3rr. DISCCELL.. As a matter of fact, it is in the bill, t,here IS language 

now that says: 
The using by any person to his own adrantage of revealing other than to 

the Secretary or officers or employees of the Denartmeot or to the courta when 
relevant in any judicial procewiing under this Act aa authorized by law any 
itiomation required under atrthonr~ under wctiotls 4M. 40% XX, SO& SW. iO6. 

Mr. D~I-I-RI~I~. I am aware this is in the bill, but I do not think 
this is sufficient protection for us. 

Xfr. DISGELL. I xould like to meet your objections and still hare 
factory iwpection of your industry. 

Jlr. Drrmrcrr. You haI-e factory iwpection at this point. 
1lr. DIXGELL. nut I mean inspection of your books and records, too, 

and here is the reason. 
I-ou use, I nswme, or could uie bellzine deriratires, do rou not? 
JIr. ISonxr. I do not lino~ what Lou mean bs “derir&ws” here. 
1lr. Tkscrk Coal tar derirntires-- 
31r. FTor:s;~.r. Compounds made from coal tar products? 
Mr. DISCELL. Yes. 
You do we these! 
11 r. TTons~r. That is possible. 
31r. Drrc~tr.. .\nd there are instances xhere some of the- from 

time to time are fouf~tl to be harmful to human life. Is this not a 
fact P 

?.fr. TTOWCET. Ke do not knox of an? cases of the materials We 
make. 

~\ir-. Drsr.~r.r.. Kell, for example. coal tar colors hare been found 
fawn time to time to be extrre~~lely harmful. Do you use an- coal tar 
tolors? 

Jir. Hnrwx. So. 
11-e onlx- uw colors that are prescribed under the rp,nulations of the 

~fr. DISGFXLL. Hare you ever wed coal tar colors? 
3lr. HonsiX. Yes. 
JIr. DISGELL. Did you ever use red 1 wd 2; did you ever use butter 

yellow? 

31~. DISCELL. You do we nromntic hydrocarbons, though, do you 
not ? 

Xr. HOMEY.  X’ot to my knonled~e. 
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Mr. Dr~orzt Aromatic hydrocarbons are benzine derivatives. 
You know what I mean? 
Mr. HORSCP. I know w-hat vou mean. 
Mr. DISOEU. You use the&P 
Mr. HORS=. No : we do not 
Mr. DISCELL. Do yiu mean to say that your industry hns never 

used benzine of benzine derivntives? 
You said you used benzine derivatives. 
Mr. Drrrarca. Coal tar products. we said. 
There might be a different definition, in our opinion. 
3lr. DISCELL. Essentially it is the same thing. 
Bcnzine and benzine derivatives are essentially coal tar products, 

are they not ? 
Mr. DITTRICH. Mr. Horsey’s concern makes aromatic chemicals. 

Mv company does not. 
Mr. Drxcm. But aromatic chemicals you have used, have you not? 
Mr. HORSEY. .I did not follow your question. 
>ir. DISGELL. Tour industry 1~a.s used aromatic chemicalsP 
Mr. Dxrrrucn. We use aromatic chemicals. 
Bfr. HORSEY. This is not the strict chemistry definition. When WB 

speak of aromatic chemicals, we speak of chemicals that have an odor, 
an aroma. 

hir. DISGELL. I do not mean that definition of “aromatic.” I mean 
deriratires of benzine, of coal tar. 

3Lr. WOIISEY. There are benzine-derivatire chemicals made. 
Mr. DISOELL. Which are not found. let us sap, in nature, but which 

are ,rrenernlly produced from coal tar distillates? 
Xr. HORSE-C. The-y may not have been found in nature, but whether 

thry are present in nature may not have been ascertained. 
?tlr. DISGELL. How is Food and Drug going to discern the full 

safety of the substances used by Four industry if they do not have 
authorization to look at books and records? 

Jlr. DI~RICH. First of all, you were talkinn before about some of 
these things, and I beliere you think we are ta&ing about internal or 
ingestion. 

Nr. DIXCELL. You are using them on the skin? 
Jfr. DITIXICH. On the skin, and the percentage, as I pointed out 

here is a larger percentage than normal usage. 
For esnmple, the esample I gave on cold cream-a half of 1 percent 

is much larger than the average usage. 
is used in an neroqol share. 

Only one-tenth of 1 percent 
It is a minute and miniscule portion. 

3lr. DISCELL. But it is found from time to time that in foods and 
in clryzs 1~~s on the order of parts per million are harmful, is this 
not a fact ? 

3ir. DITIRICH. Thatis true. 
Nr. DISGELL. So 1 jercent is on the order of sereral thousand or 

perhaps 10.000 times r arger than the lerel that is sometimes found 
tohehnrmful.isthisnotafact? 

JIr. Dunn&. That is a fact. 
As fnr as our information is concerned from polling our members, 

though. ce have had ne complaints. 
In-other Kords. w-hen our finished-roods manufacturers-in other 

words, the witne.& before rrpresente~ our customers, so to sF%k- 
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when they get a complaint, we would hear about it, if it came from 
roduct. 

“‘i? h e ave never, to any great degree, I know of none in my own 
company, and in checking the industry we have heard of very few 
complaints that came from the items that we manufacture, that we 
sell to, say, the toilet goods manufacturers. 

Mr. DIKGELL. Thank you very much, Mr. Chaiian. 
Thank you, Mr. Dittnch. 
Blr. ROBERTS. Anythin further, 
Thank you very much, f *Yt’emenl lr. Dittrm . 
Our next witness is Dr. J. A. BfcCallam, American Veterinary 

BIedical Association, 1507 B1 Street NW.,Washimgton, DC. 

STATEMENT OF 1. A. McCALLAM, V.lil.D., WASHINGTOM REPBE 
SENTATIVE,AMERICANVETERIMAIiYMEZ)ICfLLASSOCIdTIOB 
Dr. ?&C~ALLAM. I am J. A. B~ccallam, local representative. Unfor- 

tunately, due to a chain of circumstances, our witness is not present 
this morning to testify, Dr. Jones from Chicago, nor did the statement 
arrive in time. 

I talked with him this morning on the tele hone. 
and at this time I reauest nermission that it 

It is on the way 
!e included in the record 

of thehearings. 1 * 
Mr. ROBERTS. Permission granted. 
Dr. IIcC~~LL.~JI. Thank you. 
(The statement referred to is as follows:) 

Hon. ORES c. E4Rnls, 

Ik*a Srs: The follorrinp stntenwnt of the American reterinary Medical Ass+ 
cintion regarding H.R. Il5Sl. Sith Congrers, 2d session, is submitted for tbe 
concideratiun of tbe Cnmmittec on Intersute nud Foreign Commerce. 

The attention of the American Veterinary Uedicsl .Iswciation (APBl.4) has 
been called to rhe statemcot of D. L. Brnoer. erecutire secretary. Animal Health 
Institute. pircn to ~-our committee oo August 21. l!K2, concerning 1I.R. 11581. 

The A1‘11.4 is unalterably opjwsed to the writing of a separate statute, Or 
catecor?. in the food. drng. and cosmetic (FDC) legislation for animal drug and 
fecd~~r&lucts. Iiistorwa<l~. animal drugs and feed additires did not meet their 
nrcmt hiah standard until controls for these nroduc<s were included with the 
;mwnt kik ;egulatiws for drugs &d on mai. I’nor to this t ime the animal 
health field ww commonly ao outlet for drugs that were outdnted. hopure. not 
entrwl7 safe. and othrrwlse undesirable. Recent FDA activities. authorized by 
a sillgle statute npldring to both nlrto and animals, bare Irorided the animal 
healrb field nlth effectire. safe drugs. Tbe rcterinary profession strongly sop 
ports this situation. 

It is altwetber lonwal that the FDA statute for rertulation of human and 
animal ),rodkts rem&n ak ooe. because: 

1 Xost of the drugs emplopd In mao are in use to a greater or lesser deuce 
in an~mols. These drugs come off the same production lines and differ oti 
In respect to packaging. Thw. the problems of production. Inspection. distrlba- 
tion. and eren use arc simil:lr. if not the same. in many Instancea 

2 Jlnuv new drugs are now srallable for Injection into, spraytog On, Or feed- 
lnf to animals nroducinc food for man. 3lanv of these dmzs a-ill leave for 
ra&-ing Icngths’of time.“tissue residues in an&l foods eaten by man. 

3. As nn a:encp with consumer protectloo reepnsihilitlea. we are frankly 
fenrful of n hncldiding of control oyer the products golnp Into the onlmal health 
9eld if separate stntutes are Introduced for bnman- and animal-Iine product& 
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The unlmal outlet constitutes a massive market for a needed and eilectire drug; 
and this need ~bould neither be hladered by ercpsslve regulation, nor so loosely 
cotrtroiied as to constitute a hazard to the Urestock Industry and tbe public. 

We do cympatblze, however, wltb the current problem of drug manufacturers 
ia getting new drugs approved under the “trlpllcate” control arrangement 
existing in the FDA. The necessity for many uew drugs barlog to he cleared 
Iby three dillerent sections of FDA (veterinary medicine. antibiotics. and food 
zrdditiws) xritb three diilerent sers of requirements 1s unrealistic. Previously, 
:a11 animal Droducts xvere cleared bv the Dirlalon of VeterinaIv Medicine to the 
renwnable Fatlsfaction of parties &&rued. 

. ~-~~- ~- --- 

\\%en the food ncldttires nmenduM?nt was pns.. In 1958. the leg~llstk inter- 
pretations were allowed to prereil over the kuowiedge and judgment of scien- 
tists within the FDA-resultina in the current state of confusioo and delar 
in making desirable products a&labie for use in the animal health tleld. The 
AV.\IA beiwve~ that the difficulties respousibie for the current problem3 of 
manufacturers of nuimal health lwducts and feed additives-and attrfbuted 
hr them to faulty iegiblntion---c-nn he corrected by returning all responsibility 
over animal bealtb l)roducts to the Division of Veterinary .Vedicine to operate . 
under c-urreut regulations. 1u this section there are veterinary scientists with 
knowledge and judgment to advise the Commissioner of the Food and Drug 
Administrafiou for concise, prompt decisiona 

The AV1l.k r,pI*w aur proposals to decrease the supervisory poffer of the 
Food aad Drrv c Administration over the manufacture and use of nonprescrig 
tion drugs rind food additives. In fact, we feel that FDA supemision should 
he grtntrr owr food adtlitires and nonprescription drugs tban over prescription 
drugs. Imnuse with the latter there are profecsional practitioners controlling 
tbe dlstwwine and we of l~rescril~tion products. Although tbe FDA cannot 
be rxpwted to duplicate the supervision of prescription drugs prorided by the 
professional man. we believe that increased control of nonprescription drugs 
and food aclditirrs for man and animals is necessary in the interest of greater 
cou\umcr protection. 

The AV.\lA firmly supports the general goal of consumer protection esIx%med 
11~ II It. 11.7&l. specifically, the efforts to “assure the safety. efficacy, and 
reliability of drug*.” and to “authorize standardization of drug names.” With 
rrl-lwct to other items mentioned in HR. 11361, the AVXA is Killing to accept 
judgment of the Department of Health. Education. and Welfare in requesting 
tbe autborlties contained in the bill and to support tbe prorisions of H.R. 
11X4 not distuesed abore. 

The AVl1.L presumes that it 1s not the intent of HR. 11%X1 in title II. section 
iO4. to regulate and ilmrt the professional freedom of the practitioner to ser%-e 
hi9 patient Hoverer. rbe wording of the above section is such 8s to came 
the .~\‘.\I.\ to urcc that the folIowine rlararrraub be included in the rerised 
IGil. “The Iarnriska of .wctlon 201 a;d’iOl <bail uot apply to practitioners of 
au? pr(rfeqGn \\ho are Inwfulir entitled uuder a State or territory law to 
eifhrr ]~rrscr~he. compound. or diatwnse any food, drug, device or cosmetic for 
patiantP n ithin such State or territo~, nor abail nnything in this Act he rou- 
strued as enlarging, reducing. or otberwi.se altering professional rights and 
pririieges conferred by a Srateor territory law.” 

The ALMA, in hebaif of the members of the reterlnary profession in the 
United Stntec, respectfully requests the committee’s consideration of the rlews 
rrprcs~rd hcrrin rind aould reqwst tbat this statement he also made a part 
of the record of the bearings conducted on H.H. 11581. 

Respectfully, 
L. MEY& Jor~s. D.V.M.. Pb. D.. 

Dirrcfr,r of Gcim#i* dctirttiC8. 
Awrricatk Iec‘twinary Jfcfircal Aa8ocialiO*. 

Dr. 1IcC.xt.m~ I should also like to request, Nr. Roberts, that 
tlte statetnr~~t llresented to hour subconunitteq I beliere on AU@ 7, 
l,e incltttled ns part of tile record of this Itenrin?, if appropriate. 

Jlr. Romn-rs. Without objection, it Till beso or&red. 
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\\‘e riew the proposed legislation outlined in R.R. 122-120 and HR. 12715 as 
~urwu-t for the Food and Drw Admmistration. We  would be ooow.ed to anv 
rfforts to decren.w FDA superrkory powers owr drugs administered to animals. 
or ridded to their feed. If anF changes are made. these should consist ln more 
careful and extensfre scrutiny of the safetc. efficacy and reliability of chemfcala 
and drugs distnbuted bf nonscientific, nonprofesional perwns for adminlsterlng 
or fmflng to animals producing food for man. The powibi1it.r of tissue residues 
hnmrful to roan in food products from anlmala r~?lring drugs or chemicals Is 
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(The stitement wferred to is as follows :) 

STATENEST or TIIE ANERICAX Ye~ea~xaar MEDICAL Assoc~a~~ox RE H.R. lZ420. 
H.R. 12437 *SD H.R. X513 

.\I?. Chairman and members of the cnumittee. the veterinary profusion. aa 
rellresented by the American Vetnrinarp Medical Association (AVK4). has a 
keen interest in all proposed legislation in-wiring the Food. Drug nod Cosmetic 
Act We  are sitally iutere&ed in harlnr: a constant SUDDk Of safe. etficacious 
and relinble drugs ior treating and preventing animal ~~l&euta. Ii-e are also 
~oncw-ned that the drugs used in food-prtduciug animals uot affect the animal 
product in aur wag deleterious to man. 

Most of the drugs em])lo.red In man are in use to a greater or lesser degree 
in auiulals. Some of the drugs used in auiulal feeds for growth stiluulatory 
lwrpows and for wabs medication are the sawe drugs used in human medicine, 
veterinar.r medicine, aud as feed additives. Therefore, the American Veterinary 
Medical Association feels it should comment on these matters., since they do 
coaw-n the practice of veterinary medicine. 

The AVI lA strongly supports the activities of the Food aud Drug Admin- 
istration, Department of HEW, Its supervision of consumer foods, drugs and 
cleric-s for man and animals. In the past, the FDA has extended its jurisdiction 
for protecting consumer interests over both man and animals. The AV‘.\IA will 
object strongly to any thinking aad any effort to dissocinte the superriaiotl of 
foods, drug> and derices for animals from that of man. Sewer knowledge about 
drug residues hnrmCul to man in tissues of food-producing animals makes 
entirely clear the necelsit~ for cunsuuwr lbrotectiou through FDA superrislon 
TIC drue utiae in nnimal nwdicioe. In wrticular. the AVX4 coalmends the 
Dirlsiz of I’eterinarr Xedicioe within the Bureau of Medicine, FDA. for many 
~n~prowruents in tbe area of amala drugs and feed additives within re&t 
?rars. Furthermore. the AVX.4 urges that the scientists within the Food and 
Drug Adminktratioo be given full opportunity to use their fcieutitic knowledge 
and Jud;nuent in detenlliuinf a Governmeut decision on I,robleIus arising under 
rbe Food, Lwug aud Cuametic Act. This pwition is wn+tent with rhe White 
House Report of .Uar 14, 1’9CO. prepared under the chairumn+it~ of Dr. 
Kl.tinkowsbr. n-hich stated that the su1wrrisiou of drugs aud feed ndditinx for 
ulna and‘onimals would not be improwd until the scientist< in the Food and 
Drug Administration nere gix-en the opportunity of making the decicions cm 
the basis of their scieutitic knon ledge and judgment. 

The prot-isions of H.R. 12120 and 12i15, as w-e interpret the language. provides 
the Secretary of HEK with authority to restrict a product if there Is “sub 
<tantin doubt as to its safety.” We beliere this feature is iwportant and should 
be incorporated into the legislation as approwd b.T this cou~mittee. 

.\I1 three bills (B.R. 12-120. H.R. 12437 and H.R. 12715) approach the probleru 
of “nrior sanction” as it affects the animal feed industrr Crow an economic 
stanhpoint The ALMA supports early correction and r&lress of this unfair 
and dwximinatorF situation-anlong &n~tiacturers of animal feeds and fe& 
additiws The A\X.4 prefers the feature< of H.R. 12420 (Selsen bill) and 
H R. 12715 (Dominick bill) because of the rrreviouslr mentioned .ufetr clause. 

The ALMA opposes ani proposals to d&ease t6e huperrisory poker of the 
Food and Drug Admini.stntion orer the manufacture and use of nonprescription 
druzx and food addiriws. In fact. the AI.M.4 feels that FDA supervision should 
be greater oTer food addltiws and nonprexnption drugs than orer prescription 
drugs. because with the latter there are prof-sional practitioners controllIng 
the dlspeosing and use of prescril~rion products. Although the FDA rannot be 
expwted to duplimte the supervision of prescription drugs provided by the pro- 
I+-1cwa1 man. we t&eve rbat incrcs>ed n~r~rrol of nonprwcril~ti~~n drue and 
food nddltires for man and animals is nwessar)- in the interest of greater 
,‘0”911rnPr nrotm-iion 
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not to be lgnm-wL !I%? only way such a ClrcnmPtance can lx j’rerenrtvl In to 
provide tbe FDA with tbe authority needed to lnsore the com~mer public end 
the Ifrestock feeders that drugs for animals are wfe. el%arious and reliable. 

In behalf of the practItionem of ret.erlnarF medicine, we nieh to thank the 
commIttee for its conrtexy and time in hearing this testimony. 

Jlr. ROBFXIS. Jfr. Ernest Giddiqrrs, Sational Retired Teachers As- 
sociation and Z4mericnn Association of Retired Persons, 13-16 Con- 
nect icut .4venue, Washington, D.C. 

STATEMENT OF ERNEST OIDDWGS, DIRECTOR OF LEOISLATXOA, 
NATIONAL RETIBED TEACHERS ASSOCIATION AND AHFJtICAlU 
ASSOCIATION OF RETLRED FERSONS 

: 31r. GIDDISGE. Jlr. Chairnrnn and members of the committee, my 
name is Ernest Giddings. 1 am director of legislation for two non- 
profit organizations of older persons, the Sattonal Retited Teachers 
-4ssociation and the Smerican -4ssociation of Retired Persons. I am 
appearing toclay on behalf of tlie 5t@,oU0 members of our associations 
to ur 
in 

e an early favorable report by your committee on H.R. 11581 
or %  er that the bill may be taken to the floor of the House of Repre- 

sentatires for debate and action during the next few weeks lxfore 
adjournment.. 

The associations I tepre*nt were organized to help older persons 
help themselves and to encourage them to accept a major share of the 
responsibility for mnkin g t Ileir later years meaningful and independ- 
ent. Zlembership in the Sational Retired Teachers -4ssociation is 
open to any retired teacher. 3iembership dues are $2 a year. Jfem- 
bership in the -4merican 4ssocintion of Retired Petsons is open to 
imy person 5.5 >;e:irj of age or over upon paymerit of tlte annual mem- 
bership fee rrhtch is also $?. Both orgamzations are nonprofit and 
nonpartisan. The combined membeEhip of the two organizations 
is np rosimately 500,tWO. 

S If T-4 and -4.4RP are dedicated to tile prirpo.~~ of sexing the needs 
of their elderly membership. When our campaign for insurance pro- 
tection was initiated there was no hospitalization or medical program 
exclusively for retired persons, and most rograms designed to serve 
employed men and women arbitrarily esc uded them from participa- f 
tion in the plan the day they reached tile age of 65, or the company 
advanced the premiums with lorrered benefits. To break this a e bar- 
rier the officers of the two organizations xrorked for 7 years %e fore 
con\-incina an insurance companr to be daring enough to pioneer 
v-ith us. %he success of this breakthrough is attested by the fact that 
today more than 350,000 retired men and rromen are covered by a 
hospitalization 

2 
rogram which n-as denied them until a fear years ago, 

on no more \-all grounds than thatof age. 
During the years 1958 and 1X59 our members by the thousands pro- 

tested the cost of the drugs. As a final result n-e established and 
have conducted for sereral rears a nonprofit drug set-rice for our mem- 
bership. The major frmct;on of our dru wrvice is to fill prescrip- 
tions and proride tile vitamins o&ted Y our members. severnl %-’ 
registered pharmacists are employed as n-eli as total facilities to meet 
the regular standnrdsofsnfetg and sanitation. 
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Early in our experience with a drug service we invited the Food 
a!ld Drug :\dminitiration to inspect our drug facilities mnd services 
as well as our labeling procedures for drug containers. We rquested 
their comments and &ggestions and thei; recommendations ~k-e. ac- 
cented and carried out. We are not in the drug serrice.bv choice. 
b& because our members take the position that?hey have60 othe; 
\vay of securing the medicine they need at a price they can afford to 

p”g . . ome olganlzations resent our entry into the drug field. -Is associa- 
tiolls. we pay the same cost of drum as they do. We ask no favors 
or co&essio& 11-e pay more than t’he going-wage to our pharmacists. 
Ive conduct an ethical Dharmacv. We share our Dotential mofits with . < * 
our members to keep them self-supporting on a iimited income- This 
sliaring seems to b6 the 

f 
oint of c&tent;on of those K-ho resent our- 

oneratIon in the d.rw fie d. Yet we stand shoulder to shoulder with 
& critics in the def;nse of high ethic;11 standard% of the purity of 
the products and the unquestioned spirit of mission that the dispens- 
in,n of drugs generates. 

Our members are vitally concerned with the subject before your 
committe0 for many reasons: 

(1) Tlie incomek of our people ~110 l\-ere retired from public and 
private retirement @ems were fixed 5, 10, 15 or 20 years ago and 
cannot readily. be adjusted uprrard as our economy grorrs and as prices 
rise. 

(2) Their ability to purchase the needed drugs often makes the 
difference between sicbzess and health and sometimes betn-een life 
and death. 

(.i) The opportunity to Imy drngs they need at :I cost theT can 
afford. ~~ill keep tllenl ph.wicalJ~- fit. al)le to n-ark part or frill t i*me to 
supplement their retirwnent inconIc>. and t11u.c continue to do their 
part in the productiritx of the Sntioll. and a( the snme time maintain 
their self-respect. 

(G) JIllren elderly people livin,n on a cul)si?terlce income can be sa\\-ed 
on dru,n purrhnsec; as much X? %lOc~ to $?OO ill 1 year, this sarinc alone 
ma? prezerl-e their sense of vlf-sufficiency. their feeling of &gnity, 
and keep them from being placed on the t-elief rolls of their local 
communit ies or State. 

3fosoroLr 

It is certainly to be expected tllnt the rork of Four committee will 
result in a bill reqniring improrernent in the 
quirillg that phydcian~ 1w pm\-i(lrtl with more a 3 

uality of dru,q IW 
equate and complete 

information ah&t drup, and restricting the nsePpf advertising matter 
of the overstste,d and mislending kind. 
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ITo~vewr, the bill makes little or no attempt to deal with the fnctor 
clrieflv responsible for the hi& tln~r costs. Ilost sales of drug pre- 
scripiions ltre of patented dru&. T& drw patent, like patents fbr a 
door lock or firearm, I’IIII for 17 wars. ThL IJWZ~S that the owner of 
a drug patent is protected for 1’7 years in his exvlusivc monopolv, re- 
gardless of the fact that this monopoly control iiiav be the single 
factor which m-events thowands of onr JIIW~~PIT and niillions of others 
of all ages fl’om use of the druz. Cost is an extremely effectire de- 
terrent from the benefit of needed dru? in the cn.se o? older people 
with limited inconles. >iuch as we bellere in the nrincinles of free 
enterprise mid proteCtioi1 of the pmfit motive, it is our 

*r 
iiion that no 

person or corporation should be allowed to withhold ram public use 
products x-hi& relieve pain and sufferin g 
difference between life and death. 

and 4rich ma1 make the 
Only two other nations, Relgium 

and Panama. grant so much protection as we do in the nature of 
product patent monopolies on drugs without limitations on the drug 
producer to protect the public welfare. 

Drug axts are not. fiction: they are rery real. Some reasonable 
part of the high costs can be charged to research. On the other hand, 
all the evidence indicates that drug intlustr1 profits lead all the rest 
br a wide margin. 

Profits after taxes were I9.i percenf of invvtment in the drug- and 
IJiedicil~e-mnJlufncturin~ industries in 1961. accordin,n to reports pub- 
lished 1~ the First Snt~onnl City I%ank. This wte is almost double 
that of iI1 manufacturing which’n-as slm~ii to be 10.1 percent in that 
year. 

3fnrkup on mniiy drug: is appalling. Predni.wne widely used in 
reliwinz vain from nrthrltis. has nntil rccei~tl\- co5t the nnt&nt about 
*?fi rent< n’ pill or close to $50 a month. I-ntil recently; the pill cost 
tlw drIi,g,rrist Ii cents each. .Ifter WJW investipat ions &to drug costs, 
IfcJie.cwn S- Robbins conlmcnced mailufwt nre of the nrednisone nil1 
ant1 found its costs to be npprosimntely I cent prr pill.’ 

Our evidence is that tetracycline. an nntihiotic. costs about 2 cents 
:I pill to J)rodiicc: co5ts tl,e tlril 
tient about 50 cents. 

pyic’t about 30 cents and costs the pa- 

We believe the interests of the drug industry can be adequately 
vrwd and that the welfare of the sick and nilinn at any age ca11 be 
better served if your committee will write Ie_nislztion td restrict the 
esistinz Ii-year PsclrlGvc patent ]r+lation IJOT protecting the drug 
mannf:ic.tnwr at the cost of the consumer. Ke urge your committee 
to zire full consideration to tire livens+ procedure proposed in S. 
1.5.i2 in its original form. 

Such a pro\-ision wo111d reqliire that the owner of a drug patent 
nftrr a 4;ycar escliisix-e ~no~iopoly, lireny for prwliirtion of the drug 
any qualified clrriz niailufactrirer, tlrat n~nnufactrirer lwili,n permitted 
to nyee to pay tile naten nviiw up to ai) R-percent rn:alty on 211 snks 
for the I-l-venr period. 

I-rider .&II n’ plan competition n-ouJd to a limited extent replace 
monolml\- and tlrnz costs to the ill :1m1 wffering of all ares should 

731 



558 DRUG INDUSTFtY ACT OF 1082 

JlJXWWl-JOti OF LICENGE AGREEl. fEX~ 

.I second f+or contributing heavil _ to high drug costs is a prnc- 
tice common m the drug industry XV ~ch results in price fixing by ?. 
agreement. Such agreements are frequently entered Into during the 
course of Patent Office hearings between rival applicants for a pntent. 
The contracts thus agreed upon in these: proceedin determiw who 
shll receire the patent. who sh:~ll be licensed to . yo&fce the drug, and 
the price, usually uniform and identical, whlc each producer ~41 
charge for the drug. 

We urge your committee. as it writes un the bill. H.R. 11&l. to 
kclude ak kendment req&-ing that all fiatent inierferencs set&e- 
merits be filed with the Patent Office. Terms of the aagxxements Kould 
therefore be xTnilable to both the Dennrtment of Justice and the Fed- 
eral Trade Commission for use of either in any investigations into 
possible violations of the Sherman Act. We believe such a uirement 
would be of immensur;\ble assistance to these agencies. YL-we the 
Pharmaceutical Manufacturers’ -4ssocintion has agreed to the desir- 
ability of such a pro+on, it is our hope that your committee will 
write this requirement into H.R. 11581 before reporting out the bill. 
TTe believe such a requirement would greatly assist in loIrering the 
racessicel~ high prices of many drugs 

PROOF OF EFFICACT 

Present lair requires only that the Food and Drug -%dministrdtion 
be satisfied that a drug is safe before it ma?- be manufactured and sold 
to the public. Present Ian- does not provide the Food and Drug Ad- 
ministration authority to require proof that the drug is effectIre in 
trcatinr the sickness for wl~ich it is sold. In fact; and in m-actk 
theref&e, a drug may be legnlly marketed which is &fe undeicurreni 
reqniwments but which is ineffective when taken by the 
specific illness. Frequently, the patient mar be gwen t le safe drug f 

atient for a 

when he should be given one both safe and effective and in such a 
case. the drug is positively injurious and harmful to the health of the 
patient. Medicines are too es nsire and 
to receire so little protection I” . ?I rom either t 

ood health is too precious 

our Federal Government. 
e drug industry or from 

By Federal law rre give better protection 
tlran this to the rxoducts we sell to treat Dlant or animal diseases It 
is our plea, therefore, that your committee insist upon perfecting set- 
tion lo” of H.R. 11561. not onlr to rewire woof with annlication for a 
Ijatent that the new d&q mee? a rigid &i&w 7 test, b;t’also roof of 
efficacy of e\eq claim made for the drug a er rhe patent MS been I4 P 
granted and the drug is on the market. 

The drug budget of our members is so limited and the health of all 
citizens is too rltal to themselves and the national welfare to permit 
any degree of deception, hoverer slight. in advertising a drug for 
human consamption. 

A-EW OREO APPLICATIOSS 

Onr recent er erience with the baby-deforming drug thalidomide 
is am~~lc proof f lat our Food and Drug -4dministmtion needs more r 
protection by Fedcrtil statute in its terribly important duty to refuse 
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:rnr ant1 every new drug application RS long as there is a shndow of a 
doubt about its possible dangerous side effects. A public official with 
less dedication to his or her tremendous responsibility than Dr. Kelsey 
minlrt well hare wielded to one of the more tbnn 40 contacts from the 
nets-drug. applicant. tlie Jferrill Co. In such a case deformed chil- 
dren w-o&l b:ire been b0n1 by the thousands in our country. 

The mnior imnact of the tbnlidomide cntastronhe occurred nfter the 
I 

bill was introduced on JInv 3 of this vear. It ‘is to be assumed that 
you n-ill greatly improve section 104, &icb. as it stands toda . simpl 
extends bv ;t short time the onnortunitv of the Food and IL? Adl 

1. 

ministration to require proof of safety of the new drug. We b&eve, 
t-be present requirement of :iutomntic a 

f 
proral, x&ether after 90 days 

following application or after any ot ier specified number of days, 
1)l;ices unnecessary and dangerous pressure on the Food and Dru 
.\dministration staff. Some better plan than the automatic npprove 7 
lnocedure must be devised. 

In this brief statement I have tried to emphasize to your commit 
teo the position of our niembetxhip that drug prices are excessive. The 
incomes of older people are static and therefore buyin 
i&es with e,very increase in the cost of living. If bi 

power dimin- 
rug prices are 

needlessly high, it is our position that the Congress has a responsi- 
bility to the national xvelfare to seek out and apply the pro r remedy. 
T\%en freight rates became discriminators decades ago. t le Cowress r 
provided cpartinl remedy in enacting th”e InterstateUdommerceU&t. 
When tile combinations known as trusts needed rermlation in the last 
century. the U.S. Conwress passed the Sherman .&ttitrust Act. 

It see~ns to IIS that th Coiigress has ample evidence of the genuine 
need for the passing of nn effective drug bill before the present Con- 
gress adjourns. 

Jlr. Clrairmnn, I requested tire manager of our drug service, Hr. 
.T:unes Browning, to prepare three examples of the difference in costs 
to our members xx-hen their nrescrintions call for the drug br its trade 

1 

name instead of by its generic name. 
Ilis xply was as foIlox-s: 

cz ” 

In our drug service at 1000 1’ermont Avenue here in Washin on xx-e 
fill approximately 6.006 prescriptions weekly. If these coul f all be 
tilled with generic drugs, rather than with the same drugs cat-tying 
trade names, the savings to our members would be tremendous. AS 
an illustratton, n-e have manv members using a trademarked drug 
prescribed for heart conditions. 

In a 4-month neriod n-e disnense some 335.000 tablets of this drug. 
Sold under the irade name, this would amount to $13.187. If th& 
were dispensed under tire generic name. they would cost only $7$62. 
OJ’ :I savings of $5,525. I hnd this is 41 perceiit belox the trade-name 
price. 

To use nnotber illur-tr:ition : a popular 
l~rwwre sells in the amount of 190,000 ta 

tresyption for high blood 
lets ,er month, for a total 

of ~10.250. This generic could be purchased or $3$45, or a saving 
of 86.301. This is a savinp of 61 nercent beloxv the trade-name m-ice. 

-< \\ell-known tmnquilZer sells u 
B 

to 120.000 per month, \<ith a 
rw11 value of $6,840. Purchased un er the generic name, they would 
cost $3.000. or a saving of $j,SJO. or R saving of 56 percent. 
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These three drugs alone would hare saved our members a total of 
$15,666 if brought under their-generic name. 

I II-ant TV thank your committee for the opportunity of appearing 
here before you today. 

Mr. Romxra. Thank vou. Mr. Giddines. 
The committee appr&ixtes your app&-anre and appreciates your 

support of the btll. 
n onder, though, over on page 7, you talk about the regulation of 

license aorwments. 
1 rron8ered if you could g&e us any examples where that js taking 

place. POII talk about agreements that entered into that go to Patent 
Office hearings betrieen rival ap licants for a atent. 

If you do not have any specs tally m mm .r: -f; 
of those for the record. 

, you could supply some 

Mr. Gronrs~s. I would be glad to do that.’ 
(Tile information requested follows :) 

The tnm[,letr text of the liwnse agreemeut OD Spnriue between Rbone-Poulene 
and American Home Products Corp.. executed Jauonrr 1, 1Si. is pinted OD 
[mges loOi5 to 1005’9, inclus~re, in part li: Administered Prwes in the r)ror: 
Industq-. 
Eronqde II 

The agreement betneen the abow-named corporations was entered into 
.Jul.r 3. l!l.X The test of the apeeumerlt alq~nri on pages %XUl to 501. loc1usiv-c. 
rvf p:rrt 1; mentioned abore. 

Mr. Ro~wrr~. .\JW questions, gentlemen ? 
Mr. %14Fs(x. Mr. Chnirn~an. I liare 110 queslionc, but I want to 

co~tune~~tl .\lr. Gidtlinps ;\t~d his association for tlreir splendid state- 
ment. 

Mr. Gmnrrcs. Thank rou. 
>lr. %‘lrFSCK. I can iTsure 1lr. Giddinga and his associates that 

the cornmitree will give it every consideration. 
Mr. Rnwx7~. -in?-thin: further, gentlemen of the committee? 
Mr. I%scer.r~. I would like to nlso commend the wvitnes for a very 

fine statement thismorning. 
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Thank you, sir. 
xr. Gnk1scs.  Tha11k \‘OU. 
>fr. I<OISXTS. Thank <ou very much. 
Our  next witness is ;\fr. Eugene P. Grisanti, general attorney, Intx- 

n:tt ional Flavors & Fragrances, Inc., 521 West 57th Street, New York. 

STATEMENT OF EUGENE P. GRISANTJ, GENERAL ATTORNEY AND 
ASSISTANT SECRETARY OF INTERNATIONAL FLAVORS & FRA- 
GRANGE& IN& 

1fr. Grns.\srr. Jfy name is Eugene P. Grislnti, and I am general 
attorney and assistant wcretary of International Flavors 6: Fra- 
gra rices, Inc. I am nlmearing ioday to state our’company’s opposi- 
t:on to the factor\. insnection nrovision. section 201. of HR. 11581. the 1 ~~ 
only l)rovision of the till wlicch materially affects our company. 

I 

Itlterttationnl Flavors & FI-<granres, Inc., is a medium-sized -irneri- 
can coworatlon with its nrinctrxrl offices in Sex York and xrith manu- 
f:tcl urit&~factIit ies in Se;\- 1-o<k,. New Jersey,, Texas, and Oregon. In 
addit ion, It hns 15 foreign substdtnries in rariouscountriesthroughout 
the Korld. 

111 the United States, the ruxior portion of our sales consists of per- 
fume compounds and &her fra&&e products, all of which, for ‘tase 
of reference. I shall call “fragrances.” Some of these fraaances 
:trc sold to manufacturers of perfumes, toilet waters, and colomes. 
Other fragrances are sold to manufacturers for the purpose o?im- 
parting a fmgrance to cosmetics, soaps. and detergents and other 
similar consumer products. 

We also manufacture flavors which are used in prepared f&s, beer- 
elnges. baked goods. confections. and ice creams and other dairy 
products. 

11-e are in agreement with the statement filed rrith this committee 
I,>- 1lr. ~1cCormick in lwhnlf of the Flax-oring Extract 3ianufac- 
tnrer.i’ .\i.wintion concernin_v the harm which section 201 will cause 
to tile flavor industry. In the time allotted to me, therefore, I should 
like to nddre~s myself to the detrimentnl effect section 201 will hare 
llpon tlla frngI3llCP business, in the kllo\rlf?dge that the same argu- 
merits appl?-. for the most part, 
I)nciness. 

Kit11 equal validity to the flavor 

To begin with. why is our company and industv so particularIc 
~nl~~er:~I~Ie to irreparable damage from the inspection procedures 
proposed ? 

The art of perfumery h:ts for centuriec depended upon the secrecy 
of forntnI:t-. Form111:1s for a single fragrance mar contain as many 
:I< C?nn or more vpnr:tte ingredtents. TV come instances, a sinaie 
f<~rrnuln ma\- be \rorth nrnn!- mrllions of dollars. TItere is no effec- 
ti\-e \\-:I) of nrntecting tlwv forn!nInc t1ntIrr onr nrrwnt parent I;lr\-s. 
4s n re~ttlt. e:rrh indtvtdlt:ll cornpanr nltt~t.criII telv on its own security 
t~rec:ttttinnc. rlwely _on:lrding it< formnlnc as the most I-.alnabIe of I:s 
tm(le cwretc. Its stock-in-trade, therefore, literally repwes in I:.; 
formula files. 
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that need under proper protective procedures., n-hereby disclosure 
to the appropriate governmental authority could Ix made with a mini- 
mum of risk. We are firmly convinced. however. ba-vd urxm our OR-~ 

” 1 
esverience in the fragrance field, that no such public need exists. 

bmce the inception of our corn any 
P -. 

in 1909, not a single judgment 
has ever been entered against us or mlury from a fragrance supplied 
by us, nor has any payment in settlement ever been required to be 
made by us. One of the reasons for this remarkable record of safety, 
apart from our own testing programs, is the long experience of saie 
use of manv fragrance iwredients. In addition. it should be noted 
that our frigran% llroducrs always represent only’ a minor percentage 
of tire finished product in which they are used. -1 perfume, which 
tmditionnllJ has the hi$~est fragyance content., contains on13 about 
I.5 percent of fragrance wself, while the cosmetx creams or porrders, 
for example, contam amounts ranging from one-tenth of 1 percent 
to 1 percent of fragrance. The danger of injury from the indll-idual 
frfigrance jngredlents is in such cases, as a practical matter, non- 
existent. 

To illustrate more graphically the safet! of fragrances, the er 
ence of one of the Iarzest cosmetic comDanies in this counter F-j- s IOKS 
the remarkably low record of complainis of injury 
of cosmetics sold. Even these complaints are often B 

er mill&n units 
ue to an unusual 

allergenicit? or hypersensitivity of the indix-idual involred, misuse 
of the product, or, in srne cases, coincidental factors not related to the 
product at all. 

In any erent, tllese fi,rrures sIrox the hidlest number of complaints 
was forcosmet;c crcnni~; aild tllnt, at the7ow level of 5.1 complaints 
per million units sold. The noint I wish to make. however. is this. 
Cosmetic creams have one of the lowest fragrance contents of REV 
cosmetic, about one-fourth of 1 percent of tile finislled cream. Tl;e 
same compxn1.s statistics show that their perfumes, which have the 
highest fragrance content of anJ of their products, I repeat, about 
25 percent of the finished perfume, or about 100 times the frarrrance 
content of the creams. had the lowest complaiiit record, only 0.75 com- 
plaints per million units sold. 

Similar es 
I? 

erience 
indicating t 

has been had by other cosmetic companies. clearly 
at no sipificant safety problem has existed or esis<s 

to&\- wiiil 1 cqwct to Ylic fr;ly-.lltce in -a perfume or a cosmetic. 
-\rnin.ct tllis trlllv unirlue record of s;lfetr. let us contrast the SWPW 

in,n ‘inspection poKers n’hi4 are sought co’ be added to the alrentlv 
brand provisions of wvf ion 704 (a) of the act. 
FD.1 can todnr, simply upon presentinK “ 

.~IIX- employees of tll-e 
appropriate 

a written not&” inspect one’s, and I quot.+- 
credent ink nn~l 

.\I1 ll0ll~St analysis of tile entire pro\+sion lends to tile ille.cnpabIe toll- 
clusioil tllat no portion of all\‘ ofliceor factor-v involved will be inviolate 
from rsnminnt;on br nn in+ector claimin; that 11;s Tar-cl1 lx;Irs “on 
riolnrions or pOif?lI~l~l viol:itions of tllis act.“ 
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This provision, we believe to be ~~COJIS~ ifuti0~1a1. The courts hnre 
consistent1 

d 
refused to sanction unlimited access to a compal:y’s rec- 

ords and les by a rolernmentnl officer or agency. The courts hnve 
consistently require t the party seeking,to examine such files to specif . 
the r-iolation committed and the partlculnr 

f 
apers IvIe\-aJJt to WC I i 

violation. General browsing to determine w lether a crime has been 
committed has never been countenanced. 

There have been implications by proJ>onents of this measure that 
01!1y those compxnies whicll lrave something qupst ionable to hide, 
~~11 oppose the proposed f:lrtoJy inspection prorlslon. 

A1mericarlsll:lve alwa 

:tmendment of our Bill of Rights. 
such an invasion. 

It is not un-.%mericnn to challenge 
It is un-;\nierican not to cllallen e it. 

Them are few citizens who do not Irave a Ilea thy reslwct for the F 
Food and IInJg ;\tlminis~ration and the fonnidnbl< task of protect- 
ing the Dublic health which has been entrusted to it. For this rerv 
re%on, ~xrticulnr +ilance must be exercised to prevent a legislative 
grant of unconstitutional po\\-ers; and it would be difficult to envisa 
n J”ovision which does greater Violence than does section 201 to t e r 
snfeguards against unreasonable search and seizure, of the fourth 
amendment. Is ir, for example, consisfent with the fourth amend- 
ment. or for tllnt matter, our traditional concepts of fair play, that 
:I businessman must allow his formula and trade secrets to be examined 
by any FL).-% employee durinp a routine inspection. or be in Colation 
of Federal criminal law. if he does not ? 

If a formula becomes’relevant in an administmtire or jlldicinl pro- 
creding under the act. there are existing nlealls for compelling its 
disclosure. under 
of Iarv. The Fe d f 

wo )er safeguards. enforced and protected by courts 
era courts can act swiftly to order the production 

of such records if they are reJe\-ant to a nrspected riolntion under 
the art. Has any sound reawn been advnnred showing tile necessity 
for imposing npon entire industriw snch x blanket police power of 
inspection and surveillance, which bFpasses all courts and administra- 
fire bodies? 

To these urgent constitutional questions, hoverer, must be added 
the particular plight of companies such as ours Khlch are asked to 
lay bare the secwt formulas 2nd DJWPS~~S upon which their huninesses 
depend, file development of which has cost millions of dollars, and 
tile only protection for which is their own ability to prwent disclosure. 
Tllis Jact snfqglard is taken from them !)y the propo%d factory in- 
spection pro\-Jsion for the purpop of :~chleTiJl&! :I %~utiW for n proh- 
lem which. we believe, as far as the frngranre industry is concerned, 
to be nonexistent. 

This committee has drcidrd to limit the Dresent hearins to H.R. 
7 1.581. tile drug hill. IJ earin on H.R. il.582 the cogmetic bill, 
have. for the molnent. kn deJ:~red. for the d&ir:thle obiwtire. I 
1,eliei.e. of obtaining ckective tlru-z le’zislntion during this &.sion’of 
c onpress. Consistent wit11 lbi . z wnwnin_n. it is re5Jspctfullr En?- 
~‘~cletl that .wction 201. whirh affects the food and coanetir industries. 
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1)rovision of S. 1592, recently approved by the Sennte Judiciary 
Committee. IT.R. 11581 would then truly be a drug bill, and extra- 
neous issues inrol\-itig other itidustries trould not impede its orderly 
p~OglSS. 

1 am grateful to tlie members of this committee for icing me this 
opportunity to express, on behalf of International F avers & Fra- 7- 
~~xmm, Jnc., why we feel that ‘the prol)osed section 201 of H.R. 11581 
should not be enacted. 

Mr. ROBERTS. Thank you, Mr. Grisanti. We nppreciate your ap- 
pearance here. 

-\ny questions? 
Mr. Dingell! 
\Ir. ~SGELL. Thxnkyon, !&-.Cbairman. 
Mr. Grisanti. gou II:IW indicated you have tterer liad trouble with 

the Food and Drug -ko&tion in tlie course of your association and 
in the course of your company’s association wit11 them tbrougli the 
years? 

Mr. GRISASTI. I did not so indicate. -1s a matter of fact, we bare 
not bad any. 

)Ir. DISCELL. you sayyou have not had? 
lf r. GRIS ~STI. Sot to my knowledge. 
JIr. DrsoELL. I see. 
They have had access togour plant through the years, have they nor : 
,\[I.. Gru~.xsm. Tlwv have. under tile present provisions of the law. 
Mr. DISGELI,. Tire iiresent provisions of the law. I am sure y-ou are 

:IK:IIP, in the words of the -\csistatlt .Secret:tr\- of Health, Education, 
:tr~d 1Yelf:tre ;III~ a number of otlle~s ~110 Ilai-e con~lnented on behalf 
of tliat I)ep:trtnient. constitute alitliority for tile Food and Drug Ad- 
nlitristration to have notlring more or less tlian a gn!ided tour of plants 
su1~iec.t lo the control of the Food and Drug -1dmmistration. 

Tl~is is the situation. tlien, which j OII and your coulpau~ desire to 
hare continued? 

Mr. GRIQSTL I do not a>Tee Edith that characterization at ail. 
I think tlrnt the piesent law is effective, and I think, if it were 

utilized, tlint there would be no need for any additional estension of 
polr-cr. 

Mr. DISCELL. Rut you do have tltis differetice of opinion ~itb re- 
:‘;I rd to the efficacy of the present ]a+~~ is that correct ? 

Mr. G~WASTI.  Difference of opmion 
Iir;~ltlt. Education. and Welfare? 

Gth the Ikpartmeiit of 

Mr. ~SGELL. That is right. 
.\nd yonr difference stems from fear tliat if tliis legislation goes 

tliroiigl; affecting your cornp~~~. or including your company, ihat 
Iwdl:tls there vii-ill lw loss of t mtlr vcrets ill><1 so fortll. is that correct 1 

Mr.’ Crms.~s-rr. That is our le:wn, plus tile fact that we believe that 
this estension of power is quite clearly an example of an unconsti- 
t ttt ional wwt of ,ower by the legislature. 

Mr. DYXELL. k 015, let us take. for esnlnple. in the case of ltealtli 
iri~lwctors. they hive full access, your .Stnte health inspectors have 
full access to your 

.\lr. ~RlS.\XTI. 6. 
Iants, do they not? 

pwniises 
he? hn~e access to tile premises and to inspect the 

Jlr. DrsoEr.t. That is correct. 
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Jfr. G~E.\sTI. I believe that their access is limited. If they wish to 
make an inspection, for instance, of our files, and did not s 

T 
ify what 

tlwy wanted or 110~ it w\‘;~s relevant to their search, we KOII d not allow 
t ha? inspection to 

Mr. 1hsfm.L. E 
roceed. 

ood aud Dru,n has acres to check on narcotics and 
things of that sort, as does also the _\lcohol Tax Unit of the Treasury, 
which has full access to books and records and so forth, do they not ? 

Mr. Grw.\sn. If the?- are relevant to the issue, ses. 
Mr. Ih-CELL. ,~lcohol Tax has full ziccess to books and records, do 

they not ? 
?ilr. Cr~w.~sn. Relevant to their inquiry, yes. 
31 r. DISCELL. Yes 
And this bill authorizes access for nothin_n more than what is rele- 

vant to the inquiry, does it not? 
JIr. Grns.\sm. So, I disagwe there. I think that the difference lies 

in tile broad language at the close of section 201 (a), which states that 
t]ley can investigate all records and papers and so forth, if they believe 
that they mar bear upon riolations or potential riolntions of the act. 

Sow, as a practical matter, rre know fhat an inspector under this 
trpe of a provision would be able to come into a plant and state that 
Ire is inrestiwtina a otential riolstion of the act, and under this broad 
provision w”e woCld L _ \ery hard put to deny that he has the right to 
do so. 

Mr. T~SGELL. Rut you hare no objection, then, on a constitutional 
basis to (b) upon Colation of the act, is that right P 

On a constitutional basis, you hare no objection if it goes just as 
far as to the violation of the act? 

Mr. GR~S.~STI. Mr. Ding-e& 1 think that the act, as it non stands, 
gives the FDA full authority. 

Mr. ~ISGELL. I wcognize that, but that is not responsive to my ques- 
tion. 

My question was, jf we limit it just to riolations of the act, then 
you would have no constitutional objection to the language of it, is 
that ri ht? 

Mr. fi PJGASTL. No. 
I t\-ould haye a constitutional objection to the language because the 

lnn~~age. as it is written, does not make any qualification of the types 
of records or papers or controls which are relel-ant to the riolation, 
and I think that if there were such a qualification and if there were 
some protection afforded by court reriea or even administratire re- 
view, there xould be a better case for its constitutionality. 

I think that an inspector who can just n-all; in without a w::;;~. 
and want to look at all your files because he claims that there may be 
a Colation of the act is taking constitutional rigllts away from tile 
person he is investiytinq 

>ir. Ihsocr.~. T le bt 1 here saps “to ins 
within rensom~lde limits, and in a reasona 6” 

t at re3.sonable t,imes, 

n-a1x41oll*,” iI11 d so forth and so on. 
le manner such factory, 

That is :I very definite limitation upon the power that the inspector 
lins. is that n6t fight ? 

Mr. GRISTASTL Of course, this is a question of legislative drafts- 
manship. 
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Mr. DISGELI, It is a very definite limitation and it is a rery strong 
limitation. 

Mr. GRIS.\STI. I do not know whether it is or not. 
Jfr. D:XGEI.L. “Reasonable times.” “reasonable manner.” “within 

reasonable limits7 
Jlr. GRIS.\STI. I do not know whether you can draft a broad clause, 

as broad ‘as this is, and simply by inse>ting the word “reasonable” 
take a\\-a\- from it all the ragueness in one stroke. 

I do not think that that cc&d be done. 
Mr. DISCELL. Your basic obiection. however. to this bill has to do 

with possible divulgence of t&de seer&.. is that not it? 
JIr: ~RI%~TX. as far as our corn any ‘is concerned, yes, sir. 
1lr. I~IS~EI,L. For all intents an d) wmoses. vow- constitutional ar- 

:(tnletlt renllv is thrown in as kind of a &tchal~ to buttress your basic 

into this from the standpoint of the 
fact that traditiotmlly Food and Drug has had factor5 inspection au- 
thority. The -~lc0hol Tas l-nit has had the authority to investigate 
looks and records. The Internal Revenue has authority to inresti- 
gate books and records. The State income tas. the State sales tax 
&en&s hare authority to hare full access to b00k.s and records 

->fr. GRISA~T. I di#er mith you- 
3Ir. DISGELL. And vou recognize these asbeiw fulls constitutional? 
>fr. ~RISASTL 1 diifer with-you on that. I think ;n every case you 

will find that before the?- can-do that, they hare to go to court and 
get :I proper w;trrant to do it, unless, of course. the party wishes to 
cuoperate and give them such records. 

Mr. I)ISGELI.. Sot in the State of Jiichigan, they da not. They just 
go in and they get access to books and records. 

It is also true in the Case of -1lcohol Tax I-nit. They just go in -- - 
and tile . hnx-e access to books and records. 

1-ou 7~0~~ this of rour own lalo~rledge from Years with the -4lc0- i 
ho1 Tax Unit. 

Mr. GIX~ASTL I do not think there is a right there, unless the books 
:md records are relevant. I will say this, hoverer: 

I knox of no State Ian-, including Jfaqland. in the case of Frank I-. 
UnruLvnf. nhere the distinction is not made between books and rec- 
ords“;rnd i\qectin~ the lxen&s for gene1 ~1 hymienic conditions. 

I tllink that SACS and records and correspon&nce and confidential 
files h;tve trnditiorlallv been clxsced urlder our leral svstem in a dif- 
ferent cntegoy than’s general he:tlth inspection, and xx-here these 
hare been involved. traditionally, there hare been the safeguards of 
subpenn and court warrant. 

Mr. DISGFLL. Sow, let us talk a little bit about your objections. 
The committee KI-LS told this morning that fragrances can substan- 

tially be duplicated. 
Is-that ndt true? 
rtfr. GRrs.\sn. Of course. I am not in the technical end of the busi- 

ness. but I h:~rc lwn told th:rt a g00d perfumer can in some cases 
come close to duplicating a particular fragrance. 
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Xr. DISGELL. Come very close, and with modern methods. specto- 
graphic analysis, modeur chemistry, and perfulners‘k~~o\~ledgk 
a perfumer’s secret formula is itot too safe. is tliis not a fact. i 

really, 

:\Ir. GRIB.~STI. So, that isnot a fact. 
Even the most modern methods, including gas chromnto,~phy, 

hare not been able to analyze completely the ingredients in a perfume 
Mr. DISGELL. They have been able to come very clo=, though? 
Mr. Crnrs.4~~~. Sot close enough to duplicate. 
Mr. DISGELL. But close enough to substantially duplicate? 
Mr. G~s.\sTI. So, not close enough even to substantially duplicate. 

It requires a skilled perfumer who uses his nose. 
Mr. DISGELL. Whouses his nose! ‘, 
Mr. GRI~~~TI. To do it.. 
Mr. DISCELL -Ynd supplemental information, using modern scien- 

tific IPFU~~S to duplicate? 
Mr. Grus.~sn. He ma 
Mr. DISGEZLL. Verv c ose. i 

r be able to. 

Thank you rery m&h. 
Mr. ROBERTS. Thank you Mr. G&anti. 
Our nest n-itness is Mr. P. T. D n slmer, chairman of Lan-yers -4d- 1 

visory Committee of the United States Trademark ;issociation, 420 
I,exington -4venue, Sew l-ork City. 

STATEMENT OF PHILIP T. DAISIMER, CHAIRMAN OF IAm 
ADVISORY COMMITTEE OF UNITED STATES TRADEMARK ASSOCI- 
ATION 

Mr. DALSIZIER. Mr. Chairman, I believe I am the last witness. 
Xlr. ROBERTS. Tes,sir. 
With all due res 
Mr. D.~I,SIMER. 6 

ect to you, may I sav we are glad to have you. 
n behalf of the Vniied States Trademark Associ- 

ation, a statement has previously been filed through its president, 
Thacher Fisk, and I believe that statement? which is dated June 12, is 
already of record. I Iinve submitted a brtef supplemental statement 
and ask that it be included. 

I ‘ust want to make a few brief comments 
T h e Trademark -4ssociation is a relatirely old association. It has 

about 260 members, and nrnosy those members perhaps 30 are in the 
pharmaceutical business. But, essentially, the Trademark Association 
is not a pharmaceutical association. 

I am ap 
Y 

aring here to discuss trademarks in principle. I am not 
appearing lere to discuss details of this drug legislation except in- 
sofar as they apply to the trademark aspects. 

-4s chairman of the I,awrers -4drisorv Committee of the United 
States Trademark -4ssociatcon, I was instructed to do what I could 
to ansrrer any .questions which might be directed either to Mr. Fisk, 
.as president, xtth reference to his previous statement, or any questions 
that might be raised by my remarks. 

This past war I was chairman of the Federal Trademark Law Re- 
rision Committw 201, of the -American Bar Association, and so I have 
had a long and continuing interest in the trademark field. 

I am n member of a private larr firm, Kane. Dnlsimer 6: Kane, prac- 
ticing iii the field of patents. trademarks, and coljyrights. 
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Them are only two provisions of the present bill that we object 
to in nrincinle. 

Th& first is the one that has a rcquirwuent which ties the size 
2nd nwition of tire establislred name directlv to the trademnrk. _.. - 

The-second is the principle under which the Secretary is Firen xr 
mission to determine the established or stnndrrrd name of a pro a - uct 
without. in our0 minion. xny adequate judicial control. 

-\ntl so I will ci. erect mv reni3rks onlv to those two provisions. 
First, specifically to ihe bill, which requires giving the precedence 

ii1 1)osition to the established ilame a11d reqiriring it to be in type at 
least as large nud pronrinelit as that uped for the proprietary name. the 
association’s objection is on basic priucil~le. and our objectron ap Ilies 
equally whether the requirement is inoditied to making the size o 1 the 
type half as large as the proprietniy name, or in any other specified 
.&e which ties it directly into the proprietary name. 

The asxciation does not object to a requirement for the use of 
nomenclature rrhich in proper generic terminology states what the 
product is. 

The reference plane for the size of the generic name should, however, 
not be the trademark. The reference plane should be nn independent 
reouirement that the size of the mneric name be adeouate to accom- 
pli~h the purposeof the informati‘on. 

I make reference to the present requirement, \rhich, as you well 
know. ill tlte Food, Drug, and Cosmetic .\ct, section 5@-(c), is that 
it be- 

conditions of ~mrchaseand U.W. 
It :~pl~e:~rs to us that this provision of the statute is clear and proper 

n11d could well bc nl~l9ied in the present sitmition. 
The association &lierrs that Cbngre~ ruwt aid in solring problems 

JTowever. if Conzress needlcsslr lreislntes ewrv detail of Isbelinr. 
c  7’ such ns requiring the precise size nnd precise position of a generic 

word with reference to :I trademark, Cougress may not hare solred 
problems, but may have created them. 

-ill labels are not the same. Products vary peatly. Packaging is 
of inany sizes. shapes, and ty 

I n-ould like to iuterpolnte iere by referring b:ick to what Mr. Hollo- r”” 
war had nointed out: 

That. for example, in deodorant packages it xould be quite difficult 
to talk in twrns of the size of the type of the word “deodorant” or any 
otller word that might be chosen as the reneric name being as larre 
as the uame “Mum,‘‘-for example. 

\V!I.V subject hundreds of manufacturers and users to a rigid con- 
trol 111 a society that belieres in and has flourished with flexibility! 
Riniditx may not be necessary. _ .-. . ,. .- .- _ . . . _ 11 11’ set up ripd, specitic, tied-to-trademark-size, congressional 
sranthirds. so rigid as to perhaps make them unworkable in opera- 
tion? 

Yh~ not utilize the less rigid. more flexible provisions of 
the existing Food. Drug. and Cosmetic -1ct ? To put it another wav, 
n-e believe that a minor problem should not he answered with a drastic 
remedy that straitjackets and perhaps renders impotent long-estab- 
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l ished trademark values. Jt is as though all are to be nunished for 
the transgressions of a few. 

J am aware of the fact that comment has been made today. \vhile I 
u-as sitting here, about the need for a generic name in order to reduce 
drug prices. 

Surely this bill, which applies to so many areas, so mnny products, 
should not use the destruction of trademark values. long-established. 
as the basis for indirectly tryin, m  to achieve u-hat perhaps may IYL 

.iustified. I am not sure. but as one who has sought to nrotect tmde- 
;linrks 0Cer a period of’mnny years,. it seems to Lie ill tefitting Con- 
guess to pass a law that u-ould indtrectly seek to lamer drug prices 
by destroying trademark values. 

The other basic objection which the aviation has is to the 
\-ision which permits the establishment of an established or stan B 

ro- 
ard 

name for a drug “n-lienever in the judgment of the Secretnr~ such 
action is necessarv or desirable.” and nermits this establishment to be- 
by the Secretary: without. as G-e see it, any further controls ’ 

There appears to be no pro\-ision for Iwe\-entinp the Secretary from 
taking such action until a proper judtcial action has been taken to 
protect the interest of the trademark onner. 

-4s we rend the provision, the Secretaq could select as the standard 
name of the drug an existing trademark, 

The association believes that decisions of this t 
solely in the judgment of the Secretary. 

pe should not rest 
Surelv t ie association is not i 

taking any fiosiiion of worry over a-giren S&etarv. Government 
eml~lowes do their best, but no rxrson in an admini&atire tribunal 
or n Go\-ernment. ngenci can know all, and persons ret-y closely con- 
nected I\-ith certain agencies sometimes get a set, war d perspective 
of \-nlue-not warped in the sense that it is totally etrnnental, but cr. 
that the?- become too close to their work. 

.Ynd administrative tribunals that both make the decisions and then 
enforce them are in danger, sometimes. of losing perspective. 

We think that proper safewards should be written into the bill to 
proTide for judiciil decision. - 

The common esnression is that “hard cases make bad laxv.” 
We urge merel;r’ that in this excitement of the moment Con,wss 

not. enact bad legislation. 
We trust that the t\ro snggestions nllich we have made u-ill be given 

the fullest consideration, and that their concepts xvi11 be embodied in 
amendments to the bill. 

Mr. Rorxnrs. Thank you very much. 
Your statement is very clear. You take the viewpoint that in the 

case where the Pecretarp might select a trademark as the standard 
or e,stablished name. you could fnrre corn etitors of that. trndemnrk 
to adopt the S:IIIW nnme and tliereby powib .r destroy the competit ion? r 

Mr. DALSIZIFR. I would think that what n-ould happen if the Swre- 
tar? should choose a trndenlnrk as the generic name, tlint then no 
competitor coiild do nnytliin g hut use that trademark, and. of course, 
YOU would ha\-e instantlv destroyed the trademark for the ov-ner. 

This could occur hefore nnv further action could be taken. because 
there are no jndicinl snfegtlar;ls in the provisions 

Mr. RORERTG. .4nd you beliwe, too. that the Congress, if it under- 
takes to prescribe size of t>-w and other rwJuirements under this bill. 

FS5SM--$‘1 
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jt would destro a -great deal of the flexibility that you think the 
administrntor i7, s ould hare in carrying out the provisions of basic 
law ? 

Mr. DALWIER. I think it is important for the administrator to 
hare the flexibility, and.1 believe it is importnnt for the multitude of 
manuf;wturers vith the multitude of products they sell to hare 6ome 
flexibility. 

Xr. RORERIX Thank you very much. 
An? questions, 3fr. Dm@l P 
blr. Drscru. Soqu&stlons, 3fr. Chairman- 
1fr. ROBERTS. This concludes the hearing on H-R. 11581. The 

record will remain open for 5 legislative days for statements to be 
filed. 

hlr. DIXGELL. Bfr. Chainnan. in order to make sure the record is 
complete, I would like to ask at this time that the record be kept 
open for n matter of 7 days, since 

P 
robably the committee till not 

be able to meet on this matter before t lat tinle. 
3Ir. ROBERTS. Fivele islatil-e days. 
Xir. DISGFX.L. In or %  er to permit Food and Drug Administration 

to submit, and I would like to have the committee request that Food 
and Drug submit to this committee any additional statement which 
theI feel vould be necessary in \-iev of the comments n-hich have 
been made by industry witnesses today. 

I think that there hare been a number of oints rai.4 which r-e- 
quire either clarification or comment by the P ood and Drug Admin- 
istration. and I hope that the Cllnir will request of the Food and 
Dru,n -4dministrstion such additional comment on this as they feel 
would be necessary or appropriate. 

1fr. ROBERTS. The Chair 41 be glad to comply n-ith the gentle- 
man’s request. 

Jfr. D~scru. Thank you, hfr. Chairman. 
(The ndditional comments from the Food and Drug Administra- 

tion follow:) 

Chnirwow. Cwrrmil lee on Infwalot~ anci Forcipn C’omme-ue, 
Hourc of Reprcaentativea. Washit@on, D.C. 

DEAR MR. CHAIXNAS: In accordance with the desires of tbe Interstate and 
Foreign Commerce C~mmtttec, n-e are transmitting the Food and Drug Addmint++ 
tration’r; comments on testimony that has been offered before the committee on 
HR. 11591. 

Sincerely j-oars. 
Gm. P. LABRICK, 

Commissioner of Food and Drvgr. 

Ew‘rnnw wrens that better quality controls based on good maoufactnrlog 
Prnctire should be required for drug maoufacture. The primary dispute Is 
11 hetber these reqquirelnents should be established by regulation or left to iltiga- 
tlon ou a casebFcsse basis. 

Sonw of rhe Industry wltnessea who hove appeared argued tbat these regal*- 
t ims not be a rule that must be complied with but rather tbst they simply be 
prima facie eridcnc* in race of court contest The net effect of thin latter pro- 
Psal n-wld be to slow don-n Government action. for&g us to estnhllsh de nova 
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in each court action wbetber the indivIdua1 oprations conducted by a fwm 
had or hxd not conformed to good manufacturing practice. Tbe follon~ing ex- 
:lutlde illnstrates the dangerous weakneaa of that position. 

I” September 1961. we learned that a dicalciam pbospbare product used by 
lwrgnant ~~on.w” nod others was contaminated with dietbplstilhestrol. a syn- 
thetiv sex hormone. Some male patients taking the product were developlug 
enlarged breasts. Some female patients who were using It bad abnormal uterine 
Lleedlna. We rewired tbe “ianufactnrer. Srsco Laboratories. Inc.. Lmz Island 
City. K&v York. io recall outstanding shipments of tbe co”tamin&d $oduct. 
In April 1962, we.leamed that another drug, isonlcotinic acid hydraride, mann- 
factured by the same firm, ma8 contaminated with the same syntbetk sex hor- 
“mne. It was causing exwsnire breast decelopment and other symptoms of 
iwecoeinus fcmiaieation of babies in a San Fxw&scu bospltal. This product 
11~1s also rw:~lled. Subseouent i”wstiKation of the firm revealed addItIona 
IIMIWt (such as sodam& tablets ““d n nasal decongestant) contaminated 
wirh synthetic sex hormones. The 5rm was not cleaning out a mill used I” 
:hr manufavtnre of tablets unless the wlor of the sewnd batch dlffered from 
thet of the first 

When we niworered the tlluce of the mixups we made a” extensive check 
of the firm’s line of products which M  cre both prescription and nonprescription 
itwus. \Ve ftlund that a nuo~her of products had bee” contaminated with peni- 
cillin left over frour earlier manufacturing olverstions and these were recalled. 
A number of orher lwodwts had bee” wntaminnted with a poisonous insecti- 
vicle nfrer Ihe fin11 had manufactured a stock of l indane tablets. These also 
were recalled. In each type of wntau~ination both prescription and noup- 
scription drugs were involred. This manufacturer. although one of tbe largest 
prirate forumla firws in the United States, did not follow good mantiaCtUrinK 
prnc-tiw and wnPP(pIent1.v jeopardized the beaith of Jwople all over the count6 

If the indnqrrr 11ro1wsa1 orevails n-e wuld he forced to establish In court for 
each of o\-er I.&6 d&g manufacturers what constitu1es good manufacturing 
ltracriw. This wc)nld detract significnntl~ front tbe consumer protwtio” In- 
teu~ird lo ix &!ranted bc the propcmd amendment. 

The I~r~~lw-eel a”s\\cr to this lwblem !” H.R. II&91 is to authorize the Secre. 
tz1r.r to deterwine nnd pruululgate standards for good manufacturing practice. 
Al*prolwinte llr<r-eclures for hwriugs and appeals would tw prodded. 

We agree n-ith the representative of the I’harmac~uticsl JlanufarWrers Assw 
ciatiw rhnt the htnntlards “lwt not be extreme or w uurealistic or unrearonshle 
that they call he nief by no one. The hearing and court review prorisions would 
offer adequate rafrcuards against our issuing imlrro1wrstandards. 

The comnlittre ha- heard objection also to giTi”g the Gowmmcnt authoritp 
to ct~u+ler n herher the “tinnufacturer hns followed good u~anufacturing practice 
vith rrhlwvt to the qualifications of the personnel employed in manufacturing 
dru&x SCI one qw-tions the dr~irnhility of determining the competence of a 
Ilh:trulact~t lrefcli-e he war till prescriI,tions. But it is even more important to 
h:l!r ~41 ~~anlitied IwrJle umnufacturinr the drnrrs the nharmacist disnensefi. 
Yet. under -lwwnt ia,-; the “la” who cirols out ,f l,ha;mary school &thout 
c~~~ml&+ng the cc,ur.~e or who fails bis J+harmacy board eramlnation. and tbua 
is barred from filling a” indiridual prescription. may set up a drug tuanu- 
fnc turlng eat;~bli.+huwnt and lwoduce potent drugs to be dispensed by pharmacists 
all oler the I‘mled States. Clearly, it is desirable and imperatire for the 
Gweroureot to he able to look into the qualifications of the key employee+ in 
uranufacturiul: I#lauts. 

.Vost witnesses agreed that the promoters of new drugs should be required 
to 1wr-e them effective. as ~~11 as safe, hefore tbeg are “marketed. The xuajor 
Iwicts in c<mtrcrvercy here are mer bon- much erideuce is to be required to 
eslahlish efffi~ive”e.c+ and bow the new requirements will apI’ to drugs 
r~lreacl~ on rhe warket. 

The committee ha6 beard testimony about the alleged difficulties of establishing 
n h~rhw n drrtc 1, ill or will not accomnlisb its intended uurrw+e and about tbe 
aufhorit.r tb:ll ihis proposal would rest in oneman. 

The difticulties have hw” magnified. Obriouslr it Is necessary to make inresti- 
.cati~w to determine what a drug will do. Tbe hrug companies routine13 assert 
thrrwzh promr~tinnal material lo IabeUug and by other means nbat they belleve 
their products ~111 accomplish. They do not hesitate to make claims. The only 
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,,,,j,,tpd out thut ne do consider the rffwacy of a I&W drug ~~herrerer It is an torlr 
that we must weigh the disadvantages from its toxicit? analnst Its advantages. 
Additiq~~n]ly, ~tresent law wquires US to ~UC-S ou the effectiveness of all lnsulln- 
containing Jvoducts and the Are antibiotics and their derivatives wblch arc 
subject to certlflcatlon. This evaluation is a true examinaHon of the thernlwotic 
effect that the products will hare. not just the “)wteoc;r” as oue vltness lndi- 
cated on August 21.1962. 

Secretary Ribicnff submitted for the record last June some ernml~les of new 
drug application+ that we haw had to allor!’ to hecome effectire eren though 
the labelings bore claims that. in our opinion. are not sul~lwrted bF wild eri- 
dance Some of these drugs are offered for x--cry serious couditlonn. For 
example, a conjugated estrogen substance is offered for control of Tarious tFps 
of hemorrhage such as those associated with surdcal procedures nnd gsstr+ 
intestinal hemorrhage. Another preparation. edathnmil disodlum. is offered for 
removing calcium from pathological deposits such as calcified heart ralr-es aud 
calcified deposits in the kidueF. PaJ~ain Is offered for the treatment of in~ariw. 
iufectlnns, and inflammations. 

These claims are based ou something. If they are bwed on fact there is 
no reason why tbe manufacturer should fail to submit to the Gorernment the 
facts that conrioce them that the drugs are useful. And if the facts do eatal& 
lish this, there is nothing in the proposed bill to pment tbe claims from 
helng made. 

If a product is tnxt on the market with claIn6 that are false or mlsleadinp. 
the Gowrnment may proceed against the product by seizure action or against 
the responsible pattS through injunction or criminal prosecution. So one 
testified that it is impssihle in brinping snch action< to determlne whether a 
drng is or is not effective. The only issue IS whether the clsimc of efFecHreness 
are goinjz to be re~-iewed before a product is put on the market or sometime later 
nhcn. if the claims are false, the public has wasted its Monet and has wlied 
ou RD inadequate product for relief or cure. 

The ch;lrcr that this bill nonld dTe one man the authoritr to determlne 
whether a drug may or may not he marketed is not true. In t6e case of- erev 
WK drug that we hal-e held up on safetr que’ticnw. the manufacturer has a 
riBlIt 10 mGct upon a filtnp of hit application and to force 119 to a hearing as to 
the snfrt? of fhe drue. If he is not lhcn Fatisfied with the rulinp. he can rarrr 
the WV to the Federal courts. The same safeeuards would be nvailahle in 
dealing nitb questions of efficacy under the pro~z&xl bill. 

When there are difficult quetions of medical fact to be renolwd the Food and 
J%-nc Administration has routinely called upon the out-tandinp medicnl experts 
for adTicc and assl<tnnce. To mention nn1.r a ferr eramplw. n-e hare within the 
]vj9t 2 years saueht adciw as to the labeling of antihioti& to be 11.4 for prophp- 
Ifixis. the labcllnr of cblornmnhmicol. the safetr of aafrole in foods. the -f&r 
of quinine force&in rises in t&era&. the Mf& of a rnginnl derlce. the rsfctv 
of the drop reticuloce for sale without twescription. the tr1xicit.r 4 phenncetid. 
safety of certain iron preparations when rold without prescrip,tion. and the 
safety of au oral wntrweptire pill. If this hill berome- law. we n-ill continue 
ro utilize the very floesr scientiflr talent of the Satlon in resolrinx ttnnblwome 

The committee has heard It lmplled that If the effirarr prorl4oo xere written 
lnro the law a drug mifibt he ruled off the market unlc- it offered n ItWprwPnt 
cure. Thi+ iq not true. Vhrre we hare dealt with et%-ncr questions In the 
pact in ronwtinn vith uen dlru~ applirationc. we hnce not taken such a position. 
For example. we hare allon-ed products on the market for the treatment of 
cerfnln cnncerr They mar prolong a patient’s life by aupprescin+z temporarily 
the prwre~~ of the dtsenw even though the drue till not cure eaucer and wit1 
Ilot Ibe eff~~tirc in all of the rbatients on whom It is uced. 

Further. the 4iicnc.c pro&on Kould not allow the Oowmment to tyecify 
n-hat drug a doctor shall we in his practice, a= one witness wcgected. Jt would 
merely require the full truth to be told ahout a drug’s effectirene-. The doctor 
still would choose the partlrnlar drug. from the hundreddr nrnilahle, that he 
wished to USC. 

The te4moor that the medlcnl pmfes&w has made mistake tn judting the 
ef%~~y of Ned drugs or treatments has DO beartug ou this blll. If the mediva 

746 



VOL. 21 LEGISLATIVE HISTOlRY OF THE FOOD, DRUG & COSMETIC ACT 

DRUG INDUSTRY ACT OF 1962 573 

]trofe+ion judges a drug to he effective nnd it is not. then we \~I11 “rake the 
.wnw mistake htwru,v we “wst rely upon the profesaio”. And W C  ~111 “rake the 
nli.t;tke P  hetber or not H R. 11:M is enarted. If the nwddlcal ]zofes4nn belle7ea 
that a new drug !> ineffwtlw. we will have to nhide by that ricw. But tf it 18 
wrong the rmlc thing tbe ntnnuf.tcturer needs to do Is clemon~trate effeetlcenescr. 
And he has autboritr under the Ian- to hare cxwrts conduct tests for this 
]wr]tose. Certnlnly ]t would not be good public &icy to allow druga to he 
!,rornoted for wcs which, on the hasw of sound erperhncntat eridence. t re 
]wrfr4on itnclf judges to be false. 

.\Iiwb has hecn *aid about wbetber ]rroof of etficar~ should rest upon a pre 
~ twnclrrance of the e\-idenre. In reaching a jndgrncnt our scientists would eral- 

in a” application and orherwlse before vs. 
of each exneriment. the test plan. tbe con- 

t r14s u>ed. the (onfit “xctorg la-b&tory l,rc*.edt;res:. and other pertinent factor-n 
If the total eridence showxl that a drug would do \rhar the manufacturer 
c!ntwed for !t. the clatm would be ;tlloxed. Otherwise it would be denied. Of 
wuruz. there would iw occasions in which sonte tests appeared to di~redit a 
<Irug but rbe total eridence clearly &owed It to accontplisb the benefits claimed. 
In hucb went the claim n-ould be a]qtro\ed. There would he other cases n here 
wine ~belintinnr~ tr4ttn, 0 appeared to &uppor! a clnint but the total eridence 
< lr;tt ly proled it wrung. In wch went tbe claint n-ould not be approved. Thl@ 
i. wact1.r the ]n(%ess e”t])lo.red today in deciding n-hether a clalnr Mng made 
f,w a drug already on tbe market is true or fatae. 

The cnnn;tit’ee heard much debate about whether the detlnltin” of tbr term 
“IWW drug” in the Ian ahcwld be antended to include efficacy. Those who o’v 
]M~W wn b ;tnwndn~ent have igntpred the key quectto”. “Why should a product 
t+e jrrntitted (9” the mar-ket n-ttb nnprored clnints just because it ts recognized 
3s safe?” 

Tbe answer is. of course. that it should not. Rut to leare e5cac.r out of the 
<lrtittitic~” of “new drug” woultl ]a=rnlit new unproved claims to be wade for 
*aft= drugs. 

This bring% us to the question of a grandfather clause. Soule R-it”% %  
v:tnt it ~~~tu]~lrrr grandfather Claude. This would “wan tbat the thousands 
asf ]lrodu( ts thnt ha!-e gone tbrougb the “W V  drug snfetF clraranw prowdurc 
c,wld ~unttnrw to he marketed n ifb unpro!-ed claiurs for effic%ry n-bile the 
(;~~xrrnnw~t conducted tests or ctittwrwise ama-ed data beurtng on ?be trurb- 
fulness of the claints. 

\Vbr -bould a ntanufnctnrer he gore” a license to cqbntinue to protnote a 
tlrttg for cottdtt;ons in n-bich it has not bee” show” effective s]!upl.r leeaust 
he >tartw1 clcling zo I+efore a wrious flew in tbe avt was wrrected? On the 
rlthrr hand. ne do not propwe that these tbousends of drugs be surrmaril~ 
take” off the drugstore ~helre6. We, of course, would suggest. a reasonable 
trnn~ttio” ]norisio”. 

There WI?“IF to he general npreenwnt that drug nmnufacturet-s should ]now]R- 
I- rr]“wt to the F<wd and Drug Adntinistration a”~ clinical cx]rerie”ce or 
other re]wrtc cncting doubt upon the safety or effeetireness of “en- drugs or 
antihiotiw tab]~rortded in bet. lOUof the bill). 

Howercr. home witnesses would tmfmse a requlrenwnt that eucb reporta De 
nutde n~;ttlntrle on1.r to medical officers of the l]e]lartnwnt. They buggest that 
~~!wlt~~;\l rthtcr: 11 ould tlrnrnnd this. That is not true. 

There i\ no “N W  ren~ori to keep kocb rr]wrt.c from bigb1.r trained and &kil led 
~w’l‘~-v~nr] of the FCHMI nnd Drug Adminictration n ho ere uot XD.‘s tban to keep 
t IlC rr,*rrt~ frc*rn ,,,,rccs. ]~atholopist~. physical therat”*ts. pbar”ur~Ir;ts. aduttn- 
iktratllr-. :tnd <#ther< who 1noperl.r have accew to tbenr in honpitals and 
c ltriicx 

-4% the (]ueStio”ing on this potnt clearly rrrcalrd. a” ex]wrt witbcwt a” 
b1.D. degree might he the rery pewon best qualified to evaluate a lmrtivular 
rqwrt. 

Most wople recognize that the present tlrne llmlte. for handling new drug alW]]- 
c*t ions need iniprorement. 
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II R. I ITS% tr.m:d nlso establish addltional grouudr for withdraw1 of app~~ttl 
of ,w\\’ drugs and thus stg~iflcantl~ strengthen eonsunwr protectton. 

I‘ndrr prrseot law a nerr drug applirfltlon ran he suywttded only if we ce ;1 
~~rurc that the applicsnt made false statements or if new testc chow thnf tl 
drug is unsafe ! but while these tests are betng run the product um.r remal 1 ou 
themarket). 

Thiz sltuntlon leares a serious gap in consu~uer protection. 
II R !lXl would close this grip by autborlzhtg tbe Secretnrr. when he finds 

tbst there Is substantial doubt as to a new clrur’s effectIwnr*s or aufctr. to give 
the applicant due notice and opportunitr for a hearing on the ctuectioo of witb- 
drawing spproral of the application by order Further. if the Secretnrr Attdn 
that there is an imminent public health hozqrd. he mny suspend the attproral 4 
a uew drug application Immediately upon notiw lwnding the ~qqwrtuuitr for a 
bearing. 

Slmkecmen Zor the PXA opposed giriug FD.1 the power imuwt1mtel.r to wctwud 
au effectIre tten‘ drug application upw a hndine that it poses an iuwineot hazard 
to health. Ther reason that we alrradr have atwle twweru thronch tn~hlieitv 
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threatening infectiona &ditious; u&of a suhpotmt. Sneffectire or othbrwIw 
nnAt antibiotic can deyrire tbe victim of the narrow margin of t ime that means 
the difference between life and death. 

Some industry representatires beliere that tbe antlblotlc u~antiactnrvrs are 
now able to do an acwptable job without the added controls afforded b? c~~rtid- 
cation. This Is not true for all manufacturers. 

Within the past 3 years we hare bad to withbold for revlag pe&ds of 
t ime, certification services with respect to all wrtitlable antibir*ticu ui*tributed 
by sir t ima uutil their operations were brought into compliancy with the 
regulations mhicb are designed to insore safety and efficsc~ of cer$ed lots. 

The firms and dates of aitbboldingare: 
(1) All ied Rio Chemical Co., San fianriscw, Calls.: Withheld IO August 

1959; resumed in Mar& 1sO. Wfthbeld in September 1961. not set re 
sumed a6 of August 23.1962. 

(2) Philadelphia Laboratories, Philadelpbla. Pa. Withheld In Jannary 
1961; resumed In February 1961. (Recently this tlrm. along with its presi- 
dent and vice president. was courirted of Gpping Illegal antibiotIca 
These included one lot of uncertified. subwtent bacitracin which was 
reins& certification by FDA but which’late; turned up In Xew York City 
hospitals. and a hatch of unwxtified. low-potency penicill in tablets.) 

(3) Success Cbemiral Co., Brooklyn. S.T. Withheld In Soveluber 196l; 
rrv3tr1ed in March 1%2. 

0) Difco Laboratories, Detroit, Jlich. (wanufacturer of cectlfiable anti- 
biotic wnsitivity disks). ~~~ithheltl in AImi 19G2: resuuwd as of June 1962. 

t.5) Rio Ramo Drug Co.. Baltimore, .\ld. Withheld in Mar 19132: resuwed 
us of June 19f52. 

(6) Jamieson and 3IcKarnes Pharmaceuticals, St. I.ouis, 310. Kitbbeld 
June l*i2: not yet rezurned ax of August 23.19tB. 

111 addit i~m rhere love been a number of zus~nsions of cwtiflcatinn for 
iodiridwl \mductr: of nutibiotic firu~ because of uosatisfactorr ~vmlitions 
n-lth reyrect.to their producIIon. 

DrclAtc the manufactnrem’ check of each battb of antibiotlm before sob. 
mrtting It for certification. in fiscal yefir 1961 wnlples from mer 100 bat&es. 
am1 in tisml fear l!KL! ~nmples frcm over 120 batches of antibiotics offered for 
<ertiti<st~m fxiled to meet the &%ndards set forth in the regulatious. We  
:111nc h a l istmg of these rejections. 

Sweral xritnes<es have test&4 to the great strides which bore been made 
in manufacturing techniques relating to antibiotics. Penicil l in has been dis- 
~w?;wl Ixrrtivulnrly and a statement was made that current techniques make 
it ~MICZI~I~ to 1mduc-e Iwuiciliin which is “indefinitely &able.” 

In the jmst 19 uwnths, there have been R3 recalls of drugs for hwuaa use. 
Sixteen tbf the-e rwnll~ or almost 20 percent haze involwd puicill in-c~utelnlng 
products and have been doe to either a material rariation frow declared potency 
w because the penicill in was c~mtaminated with excessive moisture (a omdit ion 
that ma? r-peed up detericmtion ) These prodrwta met the poteacc and uwirture 
requirements of the regulations n-ben nranuf:ltrured ; they were not “indetlnitely 
stable.” 
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HR. 11341 proposes to p1ac-e biological drugs that are subject to licensing 
rmdrr the Public Health Service Act on the same footine as other druns. that is. 
tto require them to be proved efficiacious before markklng and to &em them 
adulterated or mlshranded under tbe Food, Drug. and Cosmetic hct if the.r fail 
to meet licensing requirements. The Department believes the desirabillt~ of 
this improvement is self-evident 

We believe there is general agreement regarding the need to standardize 
wmmon names for drugs. The Secretnry of Health, Education. and Welfare 
$h<wld have a staudhy authority to estabhah the official name for a drug if 
rcdwtary prcwdures are not efktire In doing so. 

It IS not the intent of the hill. nor our latent. to make established names of 
tmdemarked mimes. 

Ow nitnebs iudlcat& that he beliered the bill could be interpreted as requlr- 
log rfith of the ingredients of a proprietary drug to be listed ahead of the brand 
u:tme of the Irullrietnr~. Tbis is not u-hat tbe bill sacs. csing tbe example the 
v~tnrw rmIlloyd, the bill would not require an‘ change in declaration of 
brand name or ingredients for Uentbolatnm. 

Tbc ]wunry objection raised in connti tion nith this section of the bill was 
that it does not exempt retail drngplsts from the recordkeeI,ing and InsI)ection 
Itir<vj-iGons relating to barbitruates aud xul~betamines. while eremptiug medical 
t8r:crritioorr~ from these rrorisious. The witne-s exnressed an inabilitr “to 
;Irtidrr.~tand xrby such unj&t discrimiuatioo against the profession of phaimacr 
~bwld cxi-t m  this bill.” 

The retail drspKint has historically been the main source of il legal dlversioa 
of lreuriptiun drug% From July 1. IW9. thrnugb Alril 1962. o\-er 1,100 
I*row uttw case< inrolnng illegal hales of prescription drugs (a substantial 
Iwrticm of u bich were bnrbiturates or amI)betamlnes) were trrminated. Almost 
l.!HU cle:endants vere convicted iu these caqes. IU almost &S  percent of these 
case,. the defendants conricted nere druggists or their emplo~eef During 
the sAme lwriod there bale beeo only Ii cast?, sgsinst a tots] of 20 medical 
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The amendments relntlng to informntive ~~rcsrri~~tlon drug ndvwlwment8 nre 
clr~igned to require trutnful srotements in drug *dvcrticrments dellr-ered to 
doctors and to require adrertlsements to gire pb~sictans InformatIon designed 
to enable them to do a better Job of selecting drnga for upe In their practice. 

Tbr cnmurlttee ha’; benrd t&imnny Indicating tbat food and wsmetlc inc. 
tories. pharurac-ies. nncl confulting Inbwatorle~ cbould he exempt from rbe 
complete inspection requirement and tbnt proprietary drugs ebould be partially 
exempt. 3, 

In the WIW of propr1etnr.r drugs, Fu(.b an exemptIon would create a situa- 
tion iu n-bich n-e would he empowered lo make II complete Itwpection of that 
part of a manufnctnrlng operation thnt jieldwl prescrIptlou drugs but could 
be barred from inspwtion of essential data anTeruing nonprcwription Items. 

The rrpresentntirc Kbo spoke for the Proprietary Association acknowledged 
the need for mc:re complete inswtiou of proprietary drug manufacturers bg 
recommendinc substitute lonruaee sbicb sueci6es n-bat records fire subject 
tn inyrwtion. Hoverer, the-@pested lnn&nge is not satisfactory sin& It 
leaves paps which n-ould make it impowible to obtain tbe ericlence needed to 
rslfer adequale consumer protection. 

The follon-inp are examples of nonprewription drugs recalled from the 
mnrket nitbin the past 2 fears because theF were adulterated or misbranded: 

C-F Solution. manuf:wtured lq CarbwFung Laboratories. Inc.. Los An- 
geles. Calif.. contained 4 lwrcent phenol but the label of the Iwdwt declared 
truly 2 percent phenol. 

VI-Jon mnltiple ritamin tablets from the K. V. Pbarmwal Co., St. 1~~116, 
110. n-ere 50 percent deficient in Titamln B,. 

Elixir terpin hydrate aud codeine n-as labeled bF tbe Purepac Corp. of 
Elizabeth. S-J.. as “paregoric.” 

Turpentine from Uun~wd~ 8i Sons, Atlanta. GE.. wnh Inhelrd HS “castor 
oil.“ 

In inve+pat<ng such irwdenta the Go\-ermuent should be nIlowed to make 
a tboroqb incpection of all records perti imng to the edulteration or mis- 
I~rnwl~ng whether the drugs are Intended for *ale with or n-ltbout n prescript 
t ion. 

I)uring tbe Senate debate on S. 15X on Angust 23. 1962. Fenntor Estea 
Kefaurer said : 

“Xonetbeless. the factory inrpeetion provision. iu my opinion. should apply 
tu prollrietnry drugs. hut +inw whatever the reason. they did not hare a bearing, 
I agreed lo their exrlwion from this bill, but I hare AM B separate and cum- 
yniou hill nppl.~~ug the factory inspection prvrision to proprietary drugs. If 
the- nre included in the House bill. of course, that provision will go Into confer- 
ewe” (Congre~~ionsl Record. ~1. 108, Tburcdac. Aug. 23. I!+@. p. 16300.) 

The ]Wentialir.r for -.srious harm from food is slwificaut and Is iucreaslug 
n- ford lee bnr+~~ becomes more complex nnd more themirals are wed In 
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the mnnufacturcr. Tet some wvlWesws do not nnnt UP to hare authozltp to 
cbevk rewrds cowrlna recefnt for bsndlinz of raw materials in food slants. 

The peatlrlde ~hem&als and food addi&es amendments allow )&ons to be 
pseut in the food supply iu r~nall amowts tbat hare heen prored safe by 
adequate wientitlr procedures. This permita the public to rewire the benet2ta 
4 modern technoin~. Brtt a nectwsar~ precaution is autboritg for the Cor- 
ernmcut to mnke complete inspections iu factories to determine that the pol.sonous 
materials are bdng added In safe amounts. 

In paat fears we hare had to take actions against food contalnlng nanpermitted 
poluous. For example. II mmlw of fowls contained monochloraretlc arid: 
rrtaogcu and frozen peaches contained thiouree. The first eridence that these 
poisons were being‘ cased mme from factory Inspection and then our chemistcr 
clerelrqx=d analytic-al prowdures enabling ns to detect the p&0n6 without factor.y 
in~pecri~~u cvidcuce. But without the initial eridence we would not bare known 
what chemival$ to develop mmlytical methods for. Further the derelapment 
uf analrticnl method suitable for enforcement purposes mop be a separate 
rc.warvb jobs Zor each food in n-hick the chemical Is found. It in not possible to 
obtain adequate pr<*twrion solely on the basis of the exsminatlon of interstate 
shipments. 

The cosmetic Industry is also reluctant to gire us awess to records needed to 
make comr~lete inspwtions. It is the rule rather than the excwtlon for CM)- 
metlc fir& to ref& *nr inslwtora awes9 to complaint tiles. iet frequently 
the first indication that a dangerous product Is on the market comes tbroupb 
wmplaints from injured n-omen to the cosmetic manufacturer. 

When a dangerous Drescrintion drue e&s out on the market and n-c hare to _ _ - . 
mate a complete recall. ereu down to the ulthuate consumer, tt 1s imperative 
that our inspectors hare the authority to inspect prescription files to dctermlne 
what cwtomcrs bare received the produrt. In the case of thalidomide we hare 
located R number of nharmacies thnt had stocks of tbe drug. Clearlr. the Fed- 
era1 agent should be-able to check prescripMn Ales to ddtwmlne &l&her nil 
sfo&~ of this r~roduct bare been remowd from the home meddic4ne cabinets. 

Further. when we receire reports of serious ahuws arising from the sale 
virhout Ixewritvtion of notent drues that should be restricted to sale on nre 
wription: it ic i&lreratiri that our i&pectors hare the authority to check on-the 
I*rrvription 61~ in the suspect drugstore to determine whether the prescription 
drugs being received are in fact going out on bona tide prescriptions. 

A conwltlng laborator is merely an extension of * Arm’s own operation+-an 
extension n-hich does 1aboratnr.v work n-hich the firm itself either cannot or 
doec uot wlrh to do. It was said that a consulting lalwratov might be rrim- 
inallr liable Ior mmrdlurr too zcalouslr its clients’ interests. If he refused to 
per&t wrnplcte ;nspecti& as author&3 bg law. and this placed his clients’ 
intcre+ts above the puhltc interest. the bill n-ould permit criminal actIon. It 
v-as intended to do so. 

Some n-itncsws would hare the committee belieye that safety is seldom a factor 
in iuywtion actions belng brought bF Food and Drng Administration against 
for4 products. Hoverer, man.r of our more Important food actions are because 
a food 1~ a hazard to health: the ralue of the prerentire enforcement that we 
are able to achlere through complete factoF inspections is great. 

The fnllon-ing examples show the need for mmplete inspectlou of food firms: 
(1) Urine the snrlne and summer of 1X2% indewndent lot-estieatlous of 

Tegetahle fa&rcrs In-the-Walla Walla, Wsvb.. area rerealexi that Bird;Eye Diti- 
rion of General Foods Corp. recommendAd pesticldc uvs to their contract spinach 
xrorerr: which nere in excess of CSDA reconuuende~lnnr. During inspections 
4 the firm’s plants In Kalla Walla rind Saurpa (a distribution point). company 
0~3clsl~ refuwd to procide information about their tipra.c program. coding R.cr;tem, 
pnrlwtion. and distribution. Refwals were rewired from the plant superin- 
tendent : local field derrnrtment manaeer: manner of the oualitr control deuart- 
merit of Bird+EFe Dirision. White ‘Plains, N:Y.; local plant ‘manager, ahd a 
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1~~1 flddman. All of these 6uperrisor.r personnel Indicated tbnt rcfwal to 
1nvIde IIS with hr0rmat i0n in tl le9e ratcgor ieswa?x In amwdenw with c0mpan.r 
polka from the W ’hlte Plains, S.T., offire. Cornlw~n~ ot%cialr n-ould not dlwase 
the l~~lbllitiea of excessice pesticide r&dues being In their flnlsbed frozen 
*lll”ach products. 

Field and factoq samples rollect~ b2 our inelwctors showed many Iota of 
frown *pinach to routaln ewessice amounts of DDT. Because tbe firm had 
refused to provide shipping information. extensive inreatigations were made at 
cwtwercial dhmim Armr;. Here It TTPBS found that mnnr shinmenta were billed 
unl~.n* *.fror.en~ ioo&‘* thus c*mldicatIug the iurestigatlo~. FlnaII~. some inter- 
state lots of spinach were lorated, sampledd, and seized becawe of excessire DDT 
re?;iclueri As the number of seizure action iucreawd. the tlrm’s top management 
wuferred with 11% and inctitutwl u voluntary recall of the entire fall 1958 pack. 
hll in nil. occr 700.000 lwund~ III frozen ?;l’ina<h were r&called and deatro.red. 

42) Iwmtions of Teuder-R&e Co. of .4meriva. Philadelphia. Pa.. led us to 
bclicw thy firm war using undeclared iugrediente lo some of its products. HOK- 
CWT. the firm’s owwr~ refund to allov’ inqwtion of formulas. shlpplng records. 
or lrrtinent Snformation regarding raw materials. 

I)uring an inspection on ;el,teulber 2% l!W. tbe iuqwtor observed tbe manu- 
favturinc of a meat-Aavoriuc urodwt. Adcflsvnr. nbich tontalned nicotinlr arid 
a flwrl additive not lrermitt&‘~on meat. \Ve nt;empted unsurtpcsfuI1~ to locate 
intrrqtate shipments of the lwodu(.t. WIthin a wwk. uw of Adsflaror by a 
I’h~lntl~ll~hia meat market unused F persons to become ill because of the nicotloic 
a( ~1. Wheu inswxted later. the Arm aaid Adsflawr had been dirwnttnued and 
all <vntstanding &o&s recalled. but it again refused to permit examination of 
formulas and Phipping Information. The inspector ruqwted the firm =a8 still 
mnur~fa~turing Adcflnvor, and we did find a shipment of the adulterated product 
nt a mrftt market in Sf3 Orleaos in December 1%X. 

(3) In many other respects full Inspection of food factories and pertinent 
rwwds in them are ecrential to wmumer llrotwtion. For eramlAe. wlthln the 
part decade : 

t 0) Canned spraydried eeg collr, n-birb contained harmful bacteria, had 
to be recalled from the market when it caused salmonella pxMaoning In many 
babies. 

(L) A canned spray-dried soya product wed as a substitute for mother’s 
m11C had to be recalled when it made bntdw sick. It alhocontained harmful 
~nlmc~nella bacteria. 

(cJ Another canned lwxluc~t for infant feeding was recalled from the 
wnrket x\hvn it produced cournl~ionc in over 130 infants. In this case 
the nianufar-turrr furnished complete information about manufacturing 
lbroc-e&yes. formulas. and other lwrtiuent data, and one of our scientIsti was 
able tl* l,inl)oint the difficu1t.r. A cbnnge in the formula nnd lwvehsing 
operation gave a baby food too Ion- in vitamin B, When this rltnmln war 
added to the formula there was no more trouble. 

Cd) Inadeouatelr nrocccwd canned mushrooms and canned KOaCS mIlli 
hare had toebe ta’kei off the market because of actire sl~~ilag~ Our in- 
spectors need to examine control records in canneries to determine whether 
the proper cookIng temperature has been emplop2d for the proper tlme to 
destro. all harmful bacteria. 

f c) -4 child died and many other persons xere made 111 when they ate 
fich containing toxic amounts of preservatl~e. The flsbboose-Unl~ernal 
Sea Food Co., Inc.. Philadelphia. Pa.denled ever baring used the preservs- 
tive, hut we were able to prove through extensive invstigatlon that It had 
added the chemical to a batch of fillets that ~‘8s undergoing dewmwsl- 
tion. The firm 77.86 prosecuted. 

The need for clear autboritg to make complete Inspections is growing hecnnse 
there IS a trend among some of the regulated industries to discontinue the 
c-oopratlon under whirb many flrrns hare permitted complete inspectIons rol- 
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antartl~. For example, after inspecting fhe Athens Canning Co., Athens, Tex., 
on1.r July 6,19G2, our Inspectors reported : 

“Mr. Frahk Dorsex, the ?wsidt.nt of the flrm. was absent doring the a?,ore 
discussions. After be returned, we discnssed the FD483-report of o&ema- 
tiona as provided for in seclion iQl(b) of the ad-and as has alread &u 
mentioned. and we then requested Interstate shlpmennts of this p&ucf. ffe 
stated. ‘IS that a request? We replkd that if he put It that way. Tes, tt was a 
request. He then stated that he would prefer oat to give us such information. 
He ctnted tbst in the past he had been giving us that m  of Information au& 
that be did not hare anything to bide. Hoverer, he had just returned from a 
meeting of the Satlonal Canners Association and had been elected to the hoard 
of directors. At this meeting the Sntional Canners Assoclatlon decided not to 
gjre the Food and Drug Administration ant informntion that was not rgui& 
b.r law‘. Ue stated that this included such Information as interstate shiluuents 
and formulas. He *tated that since be was on the board of dir&o- he would 
hare to go along with their decision not to give FDA this Iuformation. The 
Sational Canners Association is unfarornble of the bill now before Co- 
concerning FDA factory inspections. 

“We asked Mr. Dorser If this was going lo he a policy of all member of the 
Xational Canners Association. He stawd that all members would he requested 
to follow along Kitb their suggestions; however. this 16 not hindlng on the 
individual canner. 

“Mr. Dorseeg shoved us an information letter from the Sational Cauoen; br- 
wciatlon So. l&W dated June 30. 1962. He referred us to an nrtlcle ou ipage IT, 
under the heading ‘Statement of Policy on FDA Factory Inspection Bill.’ He 
referred us to this article when he stated that he could not give us Information 
concerning interstate shipments.” 

There is also need for authority to make complete Inspections of cosmetic 
firms. 

(1) FDI sdentists believe tbnt many if not most of the r~umerow injnries 
attnhuted to cosmetics ench .cear mar 1~ cawed by relatir-elt few cosmetic 
inpredients. Han-ever, the facts needed to establish this. and to idrnrifr tbe 
offending chemicals hnw never been n~vmlrled In one place. Tbe indi\‘idaal 
firm rrhich knoxw the rompwition of its on-n pr<dnrts dwez. not get ?.he reports 
oC lojuriw caused 117 competitire lwodwt~ :sod m.?~ nor koon- the detailed 
compwition of such products. FDA does not hnw either full reports of Injuries 
or frill information on ingredients wed in c-~wnetics. Thus there 1s no wap 
to determine whether it would he posil~lr to eliminate hnndredds or ercn thou- 
~:nnds of injuric-s per .rear by tbe simple mewwe of ruling out of cosmetic 
formnls?ions a ferr chemicals primarily reslum~ihle for the trouble. Complete 
factor7 fnqpectiou suthority could n-cl1 lend to the detection and ellmiontioo 
of primar;r offenders. and thnr to R mnterlRl gajn in tnnsruuer protection. 

(2) EarIT this oear when we received a report that a shampoo mnnnfwtured 
hr .\ndr& Jerg& Co., Bellerille. S J., hnd cawed a sewrc ece injuv. we 
nttelnlued to make an appropriate inwsligation at tbe fwtorr. Tbc firm 
refused to prmlt inspection. Sewu vceeks Infer. after the firm bad heen called 
to a hearing ?o shov why it shonld not he ?~roswnted. the mauuf%%wer fur- 
niGhed some of the informntion needed. I; still declined to SUP,P~Y the wan- 
titatire formula for the product. Hoverer. the qnnnHties of the lnzredienta 
in cosmetics frequently determine whether the products are cafe. V‘hfle nnr 
ehrn,jq?q do a mar~elouc Job of determining n-ha? matcriol~ are prewnt in 
cnqm~fjcn. ~nnlpw of these complex mistwee are rime consnmiup and wme 
fimeq intpqcfhle to make complete1.r n-lthont formnla information. 
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(3) John 1%. Breck, Inr.. SpringReId. Maljs.. a manufacturer of shampoo 
:tnd other hnlr ~rrpnmtfoun remores the labels from its raw materials and 
identities the containers b-r t-ode unmhers. For the past 3 fears the 5rm has 
refused to let our inspectors know what the raw materials are. thus nullIfylug 
any public protection wblch might be afforded by the examination of raw 
mllterisl labels. 

We attzwb a list of refusals to permit Inspection c-orerlng the period January 
1 through June 15. l9U2. 

A number of n-ltnesws hare stated that au.v c-bange In tbe Is&m i&ectioo 
atuhoritp will make our inspeetioua ~,nr~)ustitrllional. On the other band some 
of these same witnesses canwde that complete inspections can be authorized 
for drug firma and ran eccu be wnducted iu food plant.6 by local health aotbori- 
ties. So it appears the problem of ronstitofionalit~ clearly depends on the 
reawnablcoess of tbe inspection. And what is reasonable depends ou tbc fscul 
in rwh particular case. In our opinion the constitutional argument was met 
in 19X bv the ertensire retwrt of this committee. 

Food and cosmetic fir&s argue for exemption from tbe Inspectlou authority 
provided in the Senate bill on the ground tbat the same degree of inspect.ion 
is uot needed for food and cosmetic firms as for drug firms. Actually the scope 
of :lutborized inspwtion is limited to mntters that bear ulwon actual or potential 
violations of the Act. Smce the definitions of mi~brandiugs and adulterations 
for foods and cosmetics differ materialI- from the definitions for drugs, the 
iwpeetions also would dlffcr m  scope. and n-ould be limited to matters reasou- 
abl? related to compliance xitb the law. The Supreme Court noted tbls In 
nnotber connection in the Srrlliran cake. But inspection powers at least a8 
comprehensive as the substantive provisions of the law are needed for all articlea 
subject to the act, n-hrther food. drug. derice. or cosmetic. 

The couceru orer loss of trade secrets has been expres~d by many, ret in 
almost ererg instance the witness bas admitted; tbat they hare no kuoab4ge 
of :tn.r trade secrets being dirulged b- vur employees in the past We are 
keenly aware of our responsibility to maintain wade secrets and tbe bill re 
enlphasizes the mnnlties (prorldd in tbc general criminal code) for the uu- 
nntboriwd disclosure of an1 information Gbtsined during a factorg Inspectlou. 

‘- The bill proposes to tighten the confidentiality requirement by forbidding 
’ ,lorure not only of trade secrets but also of any other information except 

’ 0 disclosure is authorized by law. The PMA recommends that Thea be 
‘r restricted so as to permit di4clo6ure only ahen required by law. We 

- feel constrained to object to this as too restrictive but would not object 
yzing that quoted phrase to read “requir& In the administration or 

# 
‘w~ent of this Act” 
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Chu. Pflwr k Co.. Jnc . .._._.._ _ ._... 
Mare Lnborsbrw Iae ._._......._ _., 

-. 

- 
Dnteh nlae 

4’2.Mn luhca 0.6 r”lllltl(am each). 

i-Z.l!Wdl~k~ .__.__......._.. _ ____ _ 
2.041 gnms . . . . _ . ..___..._.. _._.._ 
600 pncknrrs (II cnch) -........_. _ 
137,%?Odlsk8 . . .._. _.___ . . . . . . . .._. 

I4o,m,dlsks . . . . __._ . ..__......... 
~,n.yl,fKln capsulea.. . . . . ..-....._.. 
167.ooO dl*ks . . ..__.._.._ _.__ ___.__ 
lO.,Ynl dl*ks... .__....__~._._____ 
rbr.7xl tub-.r (7.6 *ram, asah).. __. 
P.Om,ooO,ooO ““ltr . . . . . . . . . . . . . . . . 
34,.%-U vlolr (I nrm each) _..._._.. 
1400 tllnpmms.................. 
4.048 tube3 04 ounca) . . . . . . . . . . . . 

124.378 rlnla (2.6 mbleca”llmeler~ 
Fd,). 

y lz&w& n&y& ........... .... 

nb,a!o tnhlrlz 
................ 

.................... 
mt.m,m,m UnlU.. ............ 
6O.COl lnblcle ..................... 

i0.m dints _.._.____._.._.._...... 
74,Mo disks _.__.____.._....__..___ 
m m  rInKa __..____.__._...._.. . 

95 kl loCrnma _.__.. _.._ . . . ..__ _.___ 
44.77?ernmr __...... _..._ ._.. __... 
17,301 sJ~l”~cr (I4 mllll l ltem ea+hJ. 

72.h1-m dltk% . .._._._______._______ 
I’LMO disks . . .._.__........___.... 
M.OtU vlnls (I emm rnch) .._.. _ ___, 
W.Ma vlnla 00 cable csnllmckva 

s7%%J:v. . ..-__.__._..... _ . . . . . . . 
4,wJ balllc3.-..................... 
00,000 dlskt __...____._____.___. ___, 
a,o~~klles..................... 

I, l4a,dmlxwJooanlcc . . . . _.._.___.. 
1,037 .I& (a0 cubia c?atlrWan)... 

- 

-. 

Caiitaml”nted rlfh Aquad. 
Pokncy, tirt volnmn. 



Inn. IQ. 1w2 
Jan. R.1662 
‘““.,,4’:;“2 

no.....: 
I)O...... 
Ih...... 
;y: 

Do:..:.. 
Psb. e,lw\2 
Feb. 19. IWZ 

~lhydro~~rr~~lon~yrl” dI&-G mru.)... ..____...__..__ 
I)lhy~Ir~lrr ~lomycl” disks (IO 
(‘ryalnlllnc 

mrg. 
( I 1 

nlko Iab”rntorl~. .._.._..__._.. _ ._._ 
..I___..._ _ .._.. __ 

lll)ilrostrrllli~myrln hu t .______________._ 
i!Rilil”Ora iik+.,Kil~i ~AbOl&+Ll..... 

. . . ..llO................................................. 
F:. I( th,lllbh B Gona __.._..._.__.___._ 

. . . ..llO................................ 

R'I.NXI dlrks .._.______..__ _ __.______ 
7O.mO dl-k? . . . ..__........___...... 

lllph p&ncy. 

XA.lfQ Krnrns . . . . . . . . . . . . . . . . . . . . . . 
Imv,M7lme,. 

34034 ElRl”S . . . . . . . . . . . . . . . . . . . . . . 
I’yro en*. 

IL 
34J.lmprn”ls . ..__. ____.____.__ _._. 
m & W Q  Kranls . . . . . . . . .._.......... _ 
31(,OCnpalns.,..............--~-.. 

f:: 
no: 

Do...... 
DO...... 

. . . ..do............................~......--..~.-~-..... 
PotrL%~lum ~~r”lrllll”4 nItI ?11111M __.._..._.__...__ ____ 

. . . ..do................................ 

~rrmlr~c wmX uniid-wdlum W3.0m units) and 
. . . ..do........................-....-.- 

slrrolnmsrln (0 6 pram) for 8ww~ls Inlccllon. 
nio Hsmo lhug Co .________._ _ .______ 

Cryrlnlllnr ~lll~r~lro~rrrrlomgrIn bulk _._____..__...._. 
Cldorlelrnr)rllne hydrchlorldc drrsslnu.............. 

I? n. 8qulbh L Ronq ,._.___.__ _ ______. 
811~rlrnl I’mlcclr, f)lvldo” Amrrlcsn 

3lP.IN) Srbm3...................... 
IM.fKmKrRma . . .._._....__._.. _._.. 
a22.4totrom8 ____ _ ._._.._._ _ ____.__ 

2: 

wO,Mo tnhlo(S ..____._: _.__...._... 
Do. 

Molslwe. 
100,700 rlals Wdoaa)... _ ..I..... _. Pr”lrlllln and slmptom~d” 

2o.Ra) arams . . .._._........._.__.. 
plc”cios. 

UWdrcaslngr (8 by 11 Inchm).... 
ryrogen8. 
Imprrgnalloa n”d potency. 

k::: 
Mar. Is:lw2 
Mw 19,loBz 

DO...... no...... 
DO...... 

““I;“:!” 

4.. _: 
h.:..: 
DO...... 

Mnr. 26,lW 

;p~~rn$vn~ort~scln ophthnlmlc olnlmcnl. 

Nrslnlln~‘llk: . . . . . . . .._ _ _.._._.._ _ _.___. _ ..__.. :::::: 
“lrlllln-a In lq”co”8 suspcnaloo..... 

Bodlum mrll~irlllln rlals .__..._..._ _._ _.____...__.___._ 
dod@l pwWlll ln~0 bulk ._____._____.____.......... ___ 

30,250 vlnla (I-do&.. ._ ____._.____ 
1.454 %-oUOW tubed WI s+c”l”cc 

luhra). 
273.0X vlnts (IO daw each) _... __._ 

~ml.................... 

.. 

.. 
..110.....................-....~~.~..~..-~~.....~.~.-. 
..dO...................~ 

..... dO....................-~.......- ... 

do. 
.................................. do.. ............................... 

.... ............................ 
Cblorlrlrnr cl\“? dl9ks (K “~8.). 

....................... ..llO......................-....- 
Nallon.1 Dlo Test, Ino 

..... 

l’cnlrlllln tl sk* (IOunlla) r 
...................... ................ 

rr”kwr~ dI?k8 UIlrllls) 
.............................. ..... do 

........................ 
Chlqrnmphrnlml dlrks (6 mm.) . . 

.......... 
................................. 

..do......................~....- 
........................ ..d o 

..... 
................................. 

.. ..oo................-......--...~-.~~....-.....~...-. 
Ptoealne Pc”lrlll(“-O-dlhydra~rcp(omyd”.nmmydn 

..... do ................................. 

al”lmr”l rlth sullh? and mhalt. 
0. C. Ilsnfad Mmubclt in~ Co ..... 

Trlrrycllne-rmrhotrrlcln nhup ...................... K  R. Raulhh a Rona. ................. 

I. . . . . . . .._.._._....._.........~... 
Pi . . . . . . . . . . . . . . . . __. . . . . _ . _. _ 
23.IM dlrks . . . . _.__ . ..____ :.:.:..:. 
Jo,lW tl13k3 .._. _ ._.._...___ __ ..__._ 
3l.Mo dlska... _____._._._.. _ _____ __ 
ZU-COrUskr .__._.... _ ___. __________ 
22.m-Q dllks . . ..___._.___._____ ___._ 
l7.W lubes 0.0 P.“M  uch) ..___ _ 

Prcmlno I” 1~lrllll”4wIsrrd sodium peakllltn Ia 
rnrh) 

Lr,woU r~)lTllon. 
Cartlllo”, B.A..................... _._. M.I~ vials (ldoea) ___._ 

brml. . - 
. . . . ..-.-_. fllctluty. 

. . . . da . . . . . _..._ . . . . . . . . . . . _ . . . . . _ ._..._....._...__.... . ..__ do ._.___._______.. _ _..._.___.._ _ . . 
hlulllplr n”llblollc snrlllvlt~ dlnka.. _._..__. _._._.___ 
Rlrrplomycln rulf”h~ solull”n . . . . _.__.__ _......._._..._ 

~lfco lntmrnlorlrs........ _._.._I_ _.__ 
h~,40Ovlals(ldr,m) .._.____ _ ___. ___ 
KGW disks . . . . . . . . . . . . ..__.._. _... 

DO. 
Ncomrdn patency. 

Fromlnc. ~ofmslllr” rmnldllln lor .qub~~~ l”J&laa 
ruro I.ab~r.-.torl*t Inc........ ._.__. __ 

(slm L,rrplO”Vr,” 
d, 

Cha). I’rlrrr &  Co:, Ino.... .__.. ______ 7a.f~~ VI& (l.%m) . . ..__._. _____ :. 
I0.G10 ~(nls (b am)....... ____. . Porgy. 

. 
hornlna Pmlcll~l”. 

(Prtrrlnnry 
b 

t” dlh~droslrsp(omyd”alutton Phllrdelphl8 Inbors(crtsa............ Approdmslel~ 4.cw vIala urn CootsmInded with r(rap 
Tclrnr rll”r (LIP hulk. . . . . . . . . . . . . .._...._......... __ 
Pol.c.&m Pcnldlll”.Vloronlsolutloo. _.____ 

Chhs. Pfltrr 8 Co.. Ino __.._.__..___._ 
nlblc ornllmetrm wh). 

.._...... Abbott I~*bonbrles . . . . __._ ._....._.. 
d7n,mo vrma.. . . . . . ~ . . ..I _ . . . . . . . 
l.~h~,ttlca (Iw,cublccaatlms(m 

hl%E2~ 
Pataac,. 

Tsl~~cllnsh~drachlorld~I”lrcrmusollu. . .._....._._ Ohm. Pilet &  Co., Iac _...____._.____ oO,OW vi& WOtil~l~erch)... Potem trtacahm of rqh. 
Oudll lo dlakl (1 mq.) ._..._ _ _..._....._._ _ _.__.__.._ Bdtlmors LUolo*lml I~borakrrlaa .._I _ 11,Wl dlske.. ___.__...._.....__.. 

.I 
..~ . . _. . --- &%m$.  
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Dala 

Apr. 30.1w2 
DO...... 
DO...... 
Do..... 
Do...... 

MBP 4. IBOZ 

Do...... 
Mny PI063 

Jaw I, IQaZ 

Do... 
June 4. IrR32 
Juno 7, Ia12 

June 26 1801 
June 28,1Wz 

rroduet I Compnny 

Pcnlclllh rrn~lllrlly dlqks 110 unit<) _._._....___...... ._._ 
. . . . .._................... 

I1~cltr~c111 w~~lll~lty dl?kq (2 t~nlts) . .__......__..___ ___. 
do............................... 

Procalnn I’cnlrll l in~O rind bullrrcd sodium penlclllln 
do.............................-. 

for Rgllrollr Ir~lrcllon 
Laboratorlos Ce.rtlllon, B.A. . ..____ _. 

Bncltnsln hulk . . ..__.._____........ 
Polr~\~Iu~n l’mlrlllln.(l o hlhalmlc olntm,~,t. ______._ 

8. ll. Pcnlck di Co ._....__.__.____._. 

Tctrnc~cllnc I~y~lrochlorl~ P  to~&znl r,,my powder ___.... r 
,worsa Lnhorntorlcs, 1°C. . . . . . . _.__.. 

PromIn@ I’m~clll ln rind bl~flrrrd wdlum ponlclllln for 
Dnvlg k Occk. . . . . . . . ..___._.___._ _. 
Labaotorlos Atrnl................... 

lqucmus I”)Wll”“. 
... ..dO .... ..... ....... .............................. 
I’mcnl~~o pcf~lclllln rind buncrcd s&urn panlelllln lor 

~ID.........................~ ..... 

aqlwous fnjecclon. 
Laborntarlos Cwlllon, 9.A .......... 

l’roa~lno I’cnlclllln-0 nnd buRcmd exllum ponlcllll” 
for nqilowl3 ,“Jw,,““. 

Lebomlorla Atrel, Lds __.__ _____ 

.do .... .................... 
Procnfna I’rnlctlllu-0 bulk 

........ .IlO .................... 
.............. ..... Wyrth Lnlmmlorlrs, Ino ..... 

Pmmlnn I’c~~irlil lr.W x~lymy~ltmcomycln olntmant Ilnmllton Phnrmtwal Co......:::::: 1 
(1 ILlI hv~lromlrllY’IIIp wlrrlnnry) 

T~lmrydl,w v,,.lllv,ly dhk? (S ,,I 
X~rthlcllll,~ wltlrlly i l,%ks (6 mcjj!..::::::::::::::: 
‘I’rtmcycllna syrup 

NnH5”l Din Toat. I”o.. 
. ... ...... ............................... 

.... 
Tatmoyllno 9hm9hntc rnmpl6mys~iir;‘eaps;ioa:::::: 

E. II. Bqulbb k Bona. 
. .... rlo. ...... .. 

.................................... 

numd hwh.0 tnm.3 ......................... 
PrmIIIo Panlclll lnn-0 tn aqooo”I aus9wloloo.. 

Drynot 1’l~ormsmut~Kfl l  CO ......... 
......... II. E. Mbuny ~~olo,wal Co .......... 

Ny~4n bulk. .................................... 
Totmoycllne tnbleta 

E. It. Bqulhb .4 lona ............. , . 
................................. A. WnmrrnNln, tJ.9.A.. ............. 

- 

T 
I .  

.  

, .  

.  

.  

.  

.  1  

/  

213.000dlsks __..... _ .___..._.__ ___ 
lDo,ooO disks.. _.......__...._ _ __.. 

Patency. 

2U3,ooOdlsk~... . . . . . . _ __._.____ __. 
DO. 

ZU.oa,diaks .___......._...._ _ ____ 
ZOO.COl dlSk% _ _ _._._______.___.___ 

i% 

.%,&?d viols (I dose).. .__ . .._____._ 
Do: 

9% 

.................................. 
7,447 tubc.9 

Ash conrent. 
........................ 

1,300 ernlm U.3cQlxm) 
20 t imes lab&d potent. 

........... 
34000vlnls (&XI.K0unltseach) ._.__ 

PcdC~fl~. ‘iz 

W.ooO Aal* (Nx).CKK~u”lls each) 8 .... Do. 
t%800 \.lnls (I-dose) ................ 9Tf. 

M,000 ! InIs (ldoso) .............. Po(dncy. 

. . ..da ._. _._ .._.____.______ Do. 
112.04n cm”ll . . . . . ___. 
4.271 n~rlnrcd (IO Nhlo acnllmcti 

BtErlllty. 
Not homopsneau Potancy (&II 2 

anch). hW0). 
WX@3 dkka ___ ._ ____...___... Pote,,~. 

.* 

Z%lM)dlaka ____ _I. . .._. ..____. 
am 91”t hate8 ._._._.: ___. 
OU bottlm (IO0 each) ..__. ._. . Pota:: 

8 
Etteasloa or esph. 

t-4,000 Mblctn (200,CCO unIta caoh) 
tknl 8th 

I+523 syrlnrcd (3coOcQ wllta 9ez 
POlCgY. ,% 

ooblc cantlmeter. 
Ml.7 kl lbnnms. 

I 
‘;hc&k teat). 

‘L. 

1,4&l boltlea (100 ench.) __...._.. _.. R  . ,” 
I u  



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

DRUG INDUSTRY ACT OF 1962 589 

Impedion refusala-Federal Food, Drug, and Cosmetic Ad, January 19t?t-June 
16,lLm 

FOOD FIRMS 

vidoals: 
Prtirr &  Onmblr: Manulrturln~ Co .________ 
Bowman Blrult Co . ..____ -__- __._._____._____ 
ConUoeoW B&w Co ____. _ .___.___.__ __.__. / 
Health Food Dtstnbutors _.._._________.__.___ 
San loaqum Batcries, lxx .__. _.___.__.._.._.. 

R’;~*~~ fumlsb qunhLaurt 0, lpnnuuluoe 

Hal-Omar Bakery _____ _ __.______ _ .__.__.___ - 
Km11 Foods Dlridon. . .._.._ .___ _ _____._..__. 
tfnUBateryC!a... _____..._.._..._..__ _ __.. ._ 
I;rarc Foods.-....-........-----.-----.--... -_ 
The Rrd Wing Co.. lot _._.._.____.__.__._.___ 
1. IV. Al lCO &  co ..__ _ ___. _____..___.._....... 
A.mChgo CNCk co ._.._...._.___..._._..-. __., 
ChIppen. Ioc ..___-_..__.._..____-...-.-...-. 
General 3IiILx. Snc ..__.._..._.._..__........... 
Home Jwce Co.. _____._..._..._.___.....-..-.. 
Uenrl’s Food Products . ..___.__.___._.___._..- 
Instant WblP .._.__._._...............__.._ _._ 
Lsunlwn cl co , hc _.._._...._.__.__.._...--. 
L. D. Sehneber b- Co.. .._. .__ ._ _.._____ .___ 
Amrncan Day Co..................-...-.--. 
E. Brrphanseo Cbem,cal Co __ . .._ _ ._ .......... 
Brand X  Carp .._........_....._ .............. 
The Contmrnlal Bakinz Co- _.._..._ .......... 

Gomemc. Me=--. __-__ _ _____ *____ 
Pofiland. MPlne..-. ____ .___________ 
Bw%Io. N.Y . . . ..___ _ ________.________ 
Dunb2rk.N Y..-_....-.-.--...-.----- 
Fredords N.Y ____.____ _____.________ 
CNcnRO. ill .---__ _ ._________._____.___ 
Rockford.I11----.---.....-.-.-.--.--. 
Chlcauo. I11 _._____________.._._----.. 

~~~~~~~:~:-~:::::::::::_::::::: 
hlllrmkpe. Ma ..--__________._____ -. 
CNcapo, Ill ..___.__________.____.----- 
Notidg. Ill -:.---- -.-____--_.__.__.__ 
Crepn ay. nis .__________.._._____.-- 
EvansvAle. lnd ._______.__._..__._.___ 
cmcrmeti. ONo.........--......~-.-- 

Contincnlul Bekms. Co .._......_ .............. 
Gmcral Foods Corn.................- ......... 
I lOl’” Orlr 1hnut co.. . .._._..._ .............. 
Campbell Ls.n>p co.. .. .._ ..................... 
Contmental Bskmp Co ....... .._...._ ......... 
I)r 3fncl)ons:d’s Vrtamwd Feed Co, In< .... 
I’uk F&s Co......................-........~, 
Jhp ‘S  El  

Ed 
Inc.. ......... .._..._.._. .... .._. 

Fmlthm w. Ltd.....-............- ......... 
rnion PUPaT co.. ... .._....._.._. _ ._ ......... 
Emarald Food Inc...............-...-..-.~ .... 
The PllChurx Co _.__ _ .._...._ ... ._.._._ ..... 

763 
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590 ’ DRUQ INDUSTRY ACT OF 1002 

Itwpecfbn tcfumb--Federal Food, Drug, and Cosmciic Ad, January l#f!-June 
16,196bCootinlJed 16, i96GCootinlJed 

FOOD FIRMS FOOD FIRMS 

A&baa A&baa 

Rdusal to twnm qMuuuv~ 0, q”“lltalTa Rdusal to twnm QlMuuuv~ 0, q”“lltalTa 
fam~conunti fam~conunti 

Pl.n(m Pranats.v ___________________________ Pl.n(m Pranats.v ___________________________ 8811 Fmndrm. C&f _I______ _-- ____ 8811 Fmndrm. C&f _I______ _-- ____ May ,7,Js02 May ,7,Js02 
Prkuillr’r Vknnsc B&lug Co. ____._._________ _ _.__ Prkuillr’r Vknnsc B&lug Co. ____._._________ _ _.__ do--. ____ - _____ _ ____________-____ do--. ____ - _____ _ ____________-____ Jan. Jan. 261962 261962 
BJvr DlstrJbuthtg Co _________________________ _____ do.. _________________________ _ _____ IUs-r DlstrJbuthtg Co _________________________ _____ do.. _________________________ _ _____ MY. 15. ,982 MY. 15. ,982 
Tbe Bmdcn Co. ________ - ___^_______________ Tbe Bmdcn Co. ________ - ___^_______________ Albany, Ores. _______________________ Albany, Ores. _______________________ Mu. 20.1952 Mu. 20.1952 
Truaarkln Bnn ______________^________________ Truaarkln Bnn ______________^________________ 
Thn Julep Co-....... _______________ _ _________ Thn Julep Co-....... _______________ _ _________ 

Bwton. Maw _______________________ .Msy ;t ;LVZ& Bwton. Maw _______________________ .Msy ;t ;LVZ& 
Eyumon. Eyumon. RI ____________________------ RI ____________________------ A A 

OrcatA.&PP.Ter,Co .____________ ________ ____ OrcatA.&PP.Ter,Co .____________ ________ ____ AlmoaqPs.. _____________._____._____ AlmoaqPs.. _____________._____._____ Lay dJRn Lay dJRn I” I” 
Pnsw h1ilJh1z Co-- _-___________ _ ____ _ _____ Pnsw h1ilJh1z Co-- _-___________ _ ____ _ _____ Frevm. C&f ______________________I_ Frevm. C&f ______________________I_ Me9 24.11X2 May 24.11X2 
Pun Foods, lnc ____ _ __________________________ Pun Foods, lnc ____ _ __________________________ 
Oolden Crow I’mducts, Ine _-__ _ _____________ Oolden Crow I’mducts, Ine _-__ _ _____________ 

Chwaeo. RJ ______________I_ - __________ Chwaeo. RJ ______________I_ - __________ May 16, ,oQ May 16, ,oQ 
Ia% Anceln. CaW ___________s-----_-_ Ia% Anceln. CaW ____________w_______ Apr. Apr. 5, IQ82 5. I’~82 

M~rNut...-.i..-.....--..-----~.~-~~-.--~-- _.... M~rNut...-.i..-.....--..-----~.~-~~-.--~-- _.... do _______.__ _ _________ __ ____I_ ____ do _______.__ _ _________ __ ____I_ ____ Mu. XL1062 Mu. XL1062 
EMusal 10 disclwe 01 pumitobsarrstti of mpOu)- EMusal 10 disclwe 01 pumitobsarrstti of mpOu)- Eransrti. l&L ______________________ Apr. 11. JOaa Eransrti. l&L ______________________ Apr. 11. JOaa 

facturin~ pmaedwea: dmerlcsn Daby C-o. facturin~ pmaedwea: dmerlcsn Daby C-o. 
Refusal to permit rev&a of control rworda: Refusal to permit rev&a of control rworda: 

DouglBs Psckbg Co., Inc _______ _ _____________ T)ough p=k~ng co.. I~C _______ _ _____________ Nurawador, Va __________________-__ Nwaod01, va _____________________ Msr. 27.1962 M-. n.i962 
KraftFooda _____ ____ _____________ __ ___________ KraftFooda _____ ____ _____________ __ ___________ Portland Portland Maine _____ __ ______________ Maine _____ __ ______________ 
Hall Bakery. __________ _ _________________. -____ Hall Bakery. __________ _ _________________. -____ Bud&. 6I.Y.. ._______________________ Bud&. 6I.Y.. ._______________________ 

Mu.2%IOS.2 Mu.2%IOS.2 
Msy 17.106 Msy 17.106 

Kmft Foods ____ _ ______________________________ K&t Foods ____ _ ______________________________ DunkJrk,N.Y ______________ - ___-____ DunkJrk,N.Y ______________ - ________ AS-?. aO.l@SZ AS-?. aO.lRS7. 
Th Red Wfng Co.. Inc ______________ _ ________ Th Red Wfng Co.. Inc ______________ _ ________ Fredonia. N.Y _____________ - _____ - Fredonia. N.Y _____________ - _____ - Mu. 29. IS82 Mu. 29. IS82 
American Dal19 Co.s+. _____ _ __________ _ ______ American Dal19 Co.s+. _____ _ __________ _ ______ Evansrffle. Ind _______ - -_____--- -- Evansrffle. Ind _______ - -_____--- -- API. API. lJ.l= lJ.l= 
Procter &  Oambk (Dmram Hfnm dJrbion)-- Procter &  Oambk (Dmram Hfnm dJrbion)-- Cincionstl. Oblo _______-_ _ ____ -_-_ Cincionstl. Oblo _______-_ _ ____ -_-_ 
DreDth Crepmerp Co _____________ __ __________ Drenth Crepmerp Co _____________ __ __________ Drenthe. Drenthe. Mid ___________________ -_ Mid ___________________ -_ 

A ai X,:4, A ai X,:4, 
z z 

Procter &  Olmbk Muxtlsdorlng Co _______._ Procter &  Olmbk Muxtlsdorlng Co _______._ DalJ8.s. Tu _______________ - ______--_ _ DalJ8.s. Tu _______________ - ______--_ _ Mw Mw Ll’J62 Ll’J62 
Camp&U &mp Co. ________________ _ ____ _ _____ Camp&U &mp Co. ________________ _ ____ _ _____ Omobs, Nebr. ___________________-^___ Omobs, Nebr. ___________________-^___ Jan. Jan. 17.1062 17.1062 
SamnDalrka Inc _____ __ _.______ ______ _______ Menomonk. Wia ____ ____-_ ______-__ A SamnDalrka Inc _____ __ _.______ ______ _______ Menomonk. Wia ____ ____-_ ______-__ A 
LeedbDiron ~bontorks _____________________ LeedbDiron ~bontorks _____________________ 

. . &I@22 &I@22 
Goutb Hackcnsck. N.3 ___________-__ South Hackcnsck. N.3 ___________-__ Id’= Id’= 

Scbeff Bras. Fmds.-.A... ____________ _ __._____ Scbeff Bras. Fmds.-.A... ____________ _ __._____ _ ____ do...-.. __._________________------ _ ____ do...-.. __._________________------ 
“Ydl lsuz “Yg, lsuz 

The KeUogg cO...-.....--.-----.-~-------.--- Mem The KeUogg cO...-.....--.-----.-~-------.--- Mem 
Crddoma PDekhgCorp _____________ _____ _.__. Crddoma P~ekhgCorp _____________ _____ _.__. 6an 6an P P 

bis.Tcnn.-...-.---.--..------- bis.Tcnn.-...-.---.--..------- Am. 41962 Am. 41962 
ranc~yo. CslfL. .____ __ ____.----- ranc~yo. CslfL. .____ __ ____.----_ Apr. 10,ICm Apr. lO.ICm 

PiUsbur9 Co .____.____ _ _____________ _ _________ PiUsbur9 Co .____.____ _ _____________ _ _________ Recdley, CalIf ________________________ Recdley, CalIf ________________________ Mar. PI@62 Mar. PI@62 
The Bordsn Ca. __________ _______ _ _________ __ The Bordsn Ca. __________ _______ _ _________ __ Albany. Or= ______..-___-__ _ _________ Albany. Oreg ______ .^______ _ _________ r;: $,;Xd& 
consumers Peanut Yamlfacturhlg co .._______ Consumers Peanut Ylaufacturing Co _________ ~LIl!lI?s. MrmL _______---.- ___ --------- BtIlm?s. Mrmt __________._ ___ _________ 

Ma-. 10,1962 
Mu. 26.1~ 

Gal, Foods.... ___._______. _ .________ _ ________ Rome. S.Y _____._______.__ _ .-__ _ _____ Y _____._______.__ _ .-__ _ _____ Ma9 24:JQX Ma9 24,JQIJ 
F. 
“‘~~mE~~~~~~~~~~~~~~~ ____e.e__ Nerr E&land TVS Psckiry b., hc.. ____-__ Boston. Man.... __________ __ ________ A Boston Man. __- __________ __ ________ 1% IS2 

Hall Hall Bakery ____ _____________________ _ _______.. Bakery ____ _____________________ _ _______.. Ruffdd N.Y...e-.s.- ________ _ ______-- Ruffdo, N.Y...-.-.- ________ _ ________ 
AF 1% lb32 
h a9 17.1p62 h IJJ 17.1bs 

JCmft JCmft Foods _____________ _ ____________ __ _______ Foods _____________ _ ____________ __ _______ Dunkrk. N.Y .______________ _ _____ ___ Dunk& N.Y .______________ _ _____ ___ A 
The Red W,r,r Co.. lot ____ __-___ _____________ The Red W,r,r Co.. lot ____ __-___ _____________ FrPdoma. N.Y ______._._._ ___ ________. FrPdoma. N.Y ______._._._ ___ ________. 

A r; g;s 
hF. 

. 30 Jo62 
hG 2ilm2 

Cc&-““” Ba_tiag Co.. _________.________.___ CoptmenW Bating Co.. _________.________.___ ‘“d’aI?“JU. lnd _____._-.__.__.___-_ Indsanayalu. lnd _____._-.__.__.___-_ Mar. 2&JG62 Mar. i JG62 
TJwPdJshur9 Co ___________________._________ Sew Albany Iod .._________. __ ._..-.- Apr. ny Iod ..__________ __ ._.._._ Apr. 11.1662 11.1662 
ProCl Pr.,crCr & Oambk (Duocat, Hinu DI+,o~L.. CmemnaU. 6hw _._._.._______________ Apr. 24.lodz 
Gtokel.F.VmCacrjp Inc..-.... ____. _ __________. 

I. l&o _._._..______.._.__.__ Apr. ~.lmz 

Bormm B~sruxC!~.. __________._________. 
Indrana@s. Ind ______._. ___ _________ A . II.1962 x62 
Dm\er. Cola... _.__________ ___ ._.---- &. 8.1962 

Cont~oeo’al BakinccO _______________ _ ________ Oars. Lad .___.___ __ _______----.-.__--- mz 
Petusau Sut Co ______ ______ .________________ Ckrelsnd. OMo .___.______.- _._ -__--.- 

A  ~~ ;;;z 
hF . ‘da 

Modem Aids Ine ___________._ _______ _ _______ Nea York N.Y... ..______-.-_-__.-.- MU. 20.1962 !962 
A. E. St&y bwfactwfng Co.. .^___________ Decatur. riJ____.__._._____-__-_.-----. A  ri I:;% 1962 
PLar~ws Peooots... ______ ___ ___..._________._ 6an Franeuro. C&f .._._.______.______ hr. :upo, LUU .._._ _____________, m&r. *iax 

Refnal t Refnal to permit takmg or pbologrspbe: 
Continental Bakhg Co ________ _ _______________ Continental Bakhg Co ________ _ _______________ Oarg. lnd ___._____________._._ _ ._____. Gary. lnd ___._____________._._ _ ._____. Am. 17,109 Am. 17,109 
Cshfarma pachhlg Co _________._____... _______ Cshfarma pachhlg Co _________._____... _______ Saaament‘?. call .----- _ ------------- Saaament‘I. call ______ _ ___-- - -_-_--- Avr. Avr. le,.leo le,.leo 

RefU51 Lo pern,,t wrier Of rhlppirlg remrds: RefU51 Lo pern,,t wrier Of rtdppirlc relxxds: I 
Bosh Eros. dz C-x _____.___ ___ _________________. Bosh Bra. 6r Co _____.___ ___ _________________. Dandridpe. Tan.. .______.-___ _ _.____ Dandridpe. Tcnn __.______.-___ _ _.____ Ma9 Ma9 PI- 
Hall Hall Baker9 _.___ _ _______^___ _ _____._________ _. Baker9 _.___ _ _______^___ _ _____._________ _. Buffalo, K.Y _.__________..____________ B”lTalO, K.Y _.__________..____________ h1ay 17.Ia62 h1ay 3% 
J. J. W.Allcn I ~-......--..-......----~~-----. Chicsco. Ill.......-........--------.-- Chi~-8Eo.Ill.......-.........---------- Mu. I.tf67 Mu. 1: Iall 
Olacwr Grows. Inc ____.__________.__...-..---- Cmcmrwi. Ohio _____._..._.__________ Cmcmnsti. Ohio _____._..._.__________ Jan. 30,lodz JZ%L 30, ma 
NRMkml crwner9 ___..________.___._.-. _ .___ SspoLwn.Ind...-....-......-.----~-- SspoLwn.Ind...-....---......----~-- Mu. lir.Jf.62 hfU. allc.62 
Rslsion PurinsCa. ___.. _ _____._____._._ _ ____ lAUSnlJP. Lousvti~. KY.-. ____ -- _________ _ .____ Ky.-. _.__ -- ____.____ _ ..___ Apr. Apr. *.ma? Q.lQ62 
MIdland Pmduap Co. _._____ __ _______.____. ___ Denvar. calo..... . . . .._____._..._.___ Denvar. cdo..... ._..._____._._._.___ Ian. 2.lw3 Jan. 2. Iwil 
Conrmwtsl Bating Co.-...... _.____.__.______ O:.ry.,od .__.. ___ _._.._____...___.____ O:ary. Iod .__.. ___ _._.._____...___.____ Apr. Apr. Ii. IQ52 li. 1962 
0.&dAx,d Food Product8 C., ________________ _ Omaha, Omaha, Sebr .___ _ _________..._ _ ______ Sebr .___ _ _________..._ _ ______ Mar. Mar. 23.1961 23.1961 
Gmlthcra S.,os. l,td _.__._._____________-.-.---- Los Anpclrs. Calll.. ._._____..--_..____ Los Anwlrs. Calll.. __._____..___._____ Am. Am. 6.1062 6.1062 
The P,l,sbury Co __________________________ ____ Grand Forks. N. Dsk ______.._ _ ______ _ Grand Forks. N. Dsk ______.._ _ ______ _ Mar. 28, Is.32 Mar. 2S.lS.32 
t?anne xne ._.__... _ ._______._-.------_. m3mnon,e. m3mnon,e. wls ._____._____ _--___.___ *Pr. wls ._____._____ _--___.___ *Pr. CJUSI CJUSI 
Ooodhrll Prernred Foods. Inc. _..._.___.._____ Ponchstouls. J,a.e _.____________. _____ Ponchstouls. J,a.e _.____________. _____ Feb. 14,JoQz Feb. 14,JoQz 
Nutrl~onsl Fooda.311~ ______ _ ___._._______ ___. Scr orkaos. La _________ _ ----_-- __... Scr orkaos. La _________ _ ----_-- __... hf PT. 16.1W hf PT. 16.1W 

Cowt CannIne. Inc. __-__ ____ _____________ BdorJ. BdorJ. t.1 IB ._________ _ ___.______.__ ___ t.lss ._________ _ ___.______.__ ___ 
i? 72% Balanced Foods.Inc __.._ _______- ______ __ .____ Sew York. S.Y.... ______ _ ____________ Sew Yark.S.Y.... ______ _ ____________ 
Mu. P,lW 
A 

Modrrn Aids. IIlc ________________.___--.- _____ ._... do . . . do . .._______._.___.__ ______ ..________._-___.________ P P 
LIB32 

h h ar. m. Jfw. ar. m. Jfw. 
h’utra Food. Inc.. _____ _ ______ ___- ____________. \‘aIky Strwm. N.Y _______._______ ___. \‘aIkyStrwm. N.Y _______._______ ___. Mu. JJ?.JcnY ?&u. 8?.lQY 
Schtfl Bras. Foods .___ _ _____ __ _.._.___________ South liackenwck. NJ _____________._ South liackenwck. NJ _____________._ Ma9 li.lo(Lz Ma9 li.lo(Lz 
Oermnntoan Xipnulsct~p Co.. _____.__ _ ____ Ph,Jxdcl~\hla. Pa.-. _.__ _ .._____-_--___ PhiJxdclphla. Pa.-. ____ _ ..____________ Mu. P, 1962 Mu. 22.1962 
Batrwe Fcod~Co... ._________ _______ ..__-__ __ Kank,tktu. nJ........-.s- ______ _______ Kank~~kec. RI..... __..__.___.__ __-____ Mar. 2% ,C%32 Mar. 2%.IC%Q 
ConrlncntJl HakIng&.-..... _______---.-- ___ fit. fx. Lnuu. hl0 .-__-_ _ _-------.---. _ .--- Lnu*.h10 ._____ _ ________._-_. _ .___ hlay 16,1962 hlay 16,1962 
W,lJmm Da\ksCo..lm _____ _ _________________ Dawrflk. J,J____ _ ____________._____.___ Danrllk. JlJ____ _ ____________._____.___ Feb. 2f’,JS82 Feb. 2f’,JC82 
Planters Pcanuu _______________ _ ___________ ___ Ran Franc~m. C&f... _____..______ __. Ran Franc~ua Calri... _____..______ __. E!U. a’!?? 3,109 
Barbev Packing Co. ____._. _ _.._.__._____---._ A”fork.Oreg... _____________-__ ___.__ 

hlu. 
MS9 IL1982 

Con~umersPc3nu‘Man~actur(o~C~o.- .___ __ BiJJbg% Moot... ____________._ _______ Mar. 20.1962 
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DRUO AND DEVICE FIRMS 

Puntron Carp __._ __.______ _ __________________ New Ihrm, Coon- ______ -- ____ -__ Mu. 41~33 
Aycnt Labmnto,iu. Inc.. _____.______ _____ ____ 
CrdoMantisrtunlrgcCo.... -_-._-__-__-___ ___ 

Roua PoInt.N.Y ________ -___-__ 
Lknm. cd0 _-____-----_--__-_-_- -._ 

“~~~~62 

Rciussl to fur&b aualltatlve or ausotltulw 

Aymt Labontorla, Inc ____.._______________ __ 
Blue Ridge V~tamlo Co __.__ _ __________._____ __ 
Blsu. Formulas Inc ___________________________ 
I7blls RemrdJ- 60. __.____ _._________________ _. 
Dlfco Laboratona .________._______ __ ____. _____ 
Fmdenck Latmrato~ .____.._._.._________ _ .__. 
SOrth America” ?.fwul PmdUcts....~.. _____ _. 
DOMS L.lboraLona... . ._ ._.-.-._.._-._-._- _.. 
Nordet, Lrabomwnes. Inc .______....__..___.... 
“BR Ekctmnra.......-...-----..-..... 
NPtlonal Resarrcb con, _.........__ __.__ _ ___. I 

Racwa Paint, N.Y _________ - ____ 
Cbkago. Iu ______.___________________ 
&It Lake sty. urrh ___-__-_ -__-__- 

.__.. do.-... .__________________________ 
Dd’alt. Mkh _.__ _ _____________ _ ___. 
Oregon. old0 __._._________-_-___.----- 
Cbumn Falls. Olda-..-- _____________ 
Lmcuh.Nobr ____.._.__ __________ ____ 

. . . ..do.............~-.--------------- 
Mlnneapo~. Mlrm. .______.______.___ 
Lafssae. I&.. __._.__________.______ 
61. Lmk. MO ___.. ___________________ 

. . . ..do........__-.---.----------------- 
Clloton. N  ._________._____.__ _ _____. __ 
Mem~hls. Telm.-.-.-..-.--.---.-..- 
Psoru.N............-..-...--.--~--~. 
Osklsnd. CIIlI..--.-.--..-..--.--~--.- 
uum, N.Y._ ~__~~_~._~~_~~_~__~~ _ -__. 

Furltron corp-.-...........-.---.-.-.-.-.---.~ 
Bow Formu~ lnc __._..____..__._._..._.--. 
Sattonal Research Cow .______._.__._____ _____ 

Refusal LO -,t rerlea of mntrol recnrds 
Purltmo Corp.-.............------.-.---.-.-.. 
A  erst Lsbolator1Ps. Inc.. __._-._-._.____..___ 
B?ir Ridge VI Ipmm Co _______.____._.._.__ ___ 
Q-cl0 xfanufnrtunng co.. _.______. _._____.__ 
D~ko Laboratones..- _______.____.._._._______ 
P.&x Dnris Co .._________._____.__ __.____. __ 
Dowy laboratone ___. -_ ______.._.____.__.__ 
Xordn Lebomton~. Inr- ___.___...________ 
f&hi;;: DN$ Co ___.__.__ _.___._.__.._.__ 

!.a twrnlorle. ._._ ._. _.-.-. _._-. . ._. 
Rcluc3l to penrut rerieP Of LwmpWnt nJa: 

cbzs. PtIlrI &  CO.. Inc ____._.__.._.._.____.. 
Poritrnn Corp...........-.....-..--.---..... 
.,yrst Lebomor,er. Inc .._......_._....._... 
R,ue R,dpe \‘,tam,n Co ___.._.._._..__ _ _._._ 
Wm. 6 31enr11 co..................-.-...... 
PhlUp%Roramr. lnc . .._~~.~..~._~._~__~..... 
n?tmnn.w3o~ CO......-....-.-.-..---..... 

Basrc Formu!=. Inc _.______._.._..__.__-....-. 
Di fm Inhoratonn.. ._.____.. . ._._ ~. _._. __. 
Coast Chrmwl Ca .___.._.____._._.___-..-.... I 
Raker 1mtmrator1es. lnc .._._.. - -._-......__. 1 

hflddletleld. Coon... _.__________-__._ 
sew Unren. cann _.--.--.----- _ --.. 
6>7Bcllsp. 4 Y.-........-....----~--.- 
R”w.P5 Po,nt. N-Y.-- . .._..________-_ 

Cllrwm In.-. ._.__ _ __-_.-__-__-- _-__- oatten~. cnllr ..___ __ ._._.-_-__--_--.. nrrtt+p. cx1t__.___________________ __ 
Fort Wsynr. Ind.... ______ ___ ________ 
Rsn,whrr N  Y. . ..___..________.__._ 
Bdtlry. Gld _______ _ .________-_.-_-- 

6cc fWtnOtCI at end a* table. p. 592. 
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COSMETIC FIRMS 

formulas 
John Ji. Rrp~k,Inc.... ___.______ _ ___.___ __._ 
ChePPhmu-h Pond’s, Inc... _ ._.. ._.- __._ ____ 
Chrsrbmueh Pond’s Inc. %Xamlord DlrL+,n 

Addrem 

Srmiwfkld, Ma ______ Z-e- __________ 
ClInton. corm ____________________ ____ 
Stamford. con0 ______--____-__ : ______ 
. . ..do...-...-....-...~~-------------- 
Danbury. corm .._____ _ -______________ 
Chicauo. Iu...------_.----..----.---- 
Clarksrlllr, III&. _____________ _ _______ 
Dz.+xI. Ohlo..---.-...-._.-.--------- 
Ft. BFrnard, Ohlo...---.--..-..-..---. 
Drnw. cd0 .__.__-_---___-___ _ ______ 
Drm1t. Mch ______-___-______________ 
. . ..do.....-.-.....--...--..---------- 
Tusaloora. Ale. _______________________ 
Arlkrillc. SJ _____ _______._ ._________ 
Elmi.%. S.Y _..___._. _ _.______._______ 
Philadel~hls, P8 _______.______________ 
I’ed~, Term ____. _ .______ _ _____________ 
Los Amcics Cdil. _- __-__________ ____ 
3. Paul. MInII .--._-__-__-_ _ ._________ 

Fl.rln?fwld. Man ___.___._.________ -__ 
Ftamlord. Corm. _______.. _ ___.________ 
.._. do . ..__.______ _______ ____.___.__ -._ 
Cinonnatl Ohlo ______ _ _____ _ _______. 
Stamlord, in.-..--...--...--..-.-.- 

Apr. 
Apr. 
AIW. 
Mac 
Feb. 

g: 
Am. 
Apr. 
Apr. 

Mr. ROBERTS. The committee hm received a great deal of material 
on this legislation. We n-ill try to place RS much as possible in the 
record nnd keep the rest of the files for reference. 

(The follolx-ing material T-as receired for the record:) 

I am Dr. F. J. L. Blaslngame, executire vice president of the Amerkan MedIcal 
Assodntion. I would like to submit for the record the aos&iatlon’s comments on 
H.R. 11581 and S. 1552. proposing certain amendments to the Federal Food. Drug 
and Cosmetic Act. The American Medical Association, as the national associstion 
of physiclaos of the United States, ha8 a serious and long-standing interest in 
drugs and legislation concerning them. These bills will, In our oplnlon, dlrectlg 
affect the practke of medlclne and the poblic’healtb and are thetefore nlthin the 
area of knowledge and professional competence of physicians and the AMA. 

This committee Is, of course. aware of the Increased pub% attentloa now belng 
focused on drugs, drug lnvestigatlons, drug marketing and drug legislation. The 
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uneasiness of the public, the newspapers, and, to some extent, the Congress, is 
precipitated in large measure by the birth in otber count&5 of infanta ailiicted 
wftb rongenltal malformations fphocomelia) attributed to tbe ingestIon of the 
drug thalidomide by the child’s mother during tbe flrst few weeks of pregnancy. 

We  as physldana, who hare dedicated our lives to the preservation of life and 
to the relief of human suffering, are particularly concerned over the rent in- 
crease in other couutries of the birth of deformed children afflIcted titb phm 
melia. We  deplore the human suffering and heartbreak attending the birth of a 
deformed child 

In our opinion, however, the fact that should be uppermost in the mind5 of thh~ 
committ~ and the Congress ts that the drug was not released for prescription 
use here due to presently existfug laws. These laws, which were supported by 
tbe A M A  when they were before the Congress, authorize FDA to witbbold a dmg 
from the market for safety reasons and are demonstrably adepnate to prevent 
the marketing of “unsafe” drugs. 

The thalidomide incident may hare affected the legislatlre climate, but It haa 
not in any way changed the merits of the legislation which you are now con- 
siderlng. As physicians, we are apprebensire that thalidomide might have a 
serious and irreparable legislative side effect-the adoption of well-intentioned 
hut ill-advised legislation. Wbnt Is done by this committee and the Congreaa 
within the understandable emotional framework of the thalidomide incident 
may hare serious repercussions affecting permanently the timely supply of new 
drugs for the alleriatlon of human suffering and the cure of disease. 

It Is our understanding that it Is the intent, in part, of H.R. 11581 and 8 
+E to modify the framework within which prescription drugs are developed. 

keted and used. It is also our understanding that these bills are being proposed 
in an effort to protect the American public from unsafe and ineffective drugs. 

We  hellere, bon-erer, tbat there are prorlsions in these proposals which would 
hare serious undesirable effects on the practice of medicine, on science. and on 
the arailability of safe. efficacious and lifesaring drugs. 

A  prescription drug is, by definition. “unsafe” In the seuse that its use In human 
beings can and does involve hazards. It is the existence of these hasarda in- 
herent in the use of all prescription drugs that leads to the reauirement that 
they nerer he used except under the supervision of a physician. 6nly the pbysi- 
clan can add the “safety factor” through the knowledge at hJs command of all 
of the consequences which may follow the administration of a specltlc dosage 
of a specific drug to a specific patient Thus, clinical trials and, indeed, all 
drug rescarcb, are not intended primarily to determine “safety” or the lack of it 
They are intended to discover all of the effects which may result to patients to 
M  horn the drug is administered. 

‘Xben the nhrsician knows all of the effects which will follow from a sued& 
drug prescription, be can use that drug mith a bigb degree of “safety” and-bring 
about a net improvement iu the health of his patient. It should he noted that 
the emphasis is on “net improremcnt ” The vast majority of prescription druga 
cause multiple effects in the human body. 

Thus, when the physician is aware of all of the consequences. he can pre- 
scribe a drug which will cause more desirable changes in hJ5 patient than undo- 
sirable ones. and thns effect an Imnrovement In the oatlent’s health. 

It is the &ociation’a sincere belief that if the abode facts are kept in mlnd 
during the committee’5 consideration of this legislation, then the provision5 of 
the hills can be judged on tbelr true merit 

The A M A  is justly proud of its long history of support and sponsorship of 
legislatloo in food and drug matters. In addition to our legislative Merest 
and activity. the ANA bas. orer the years, bad a close and contlnuing relatlon- 
ship with the Food and Drug Administration on constructice matters in the 
public interest A  chronicle of our support of Federal food and drug lawn and 
a brief history of the hlghllgbta of our cooperation with the Food and Drug 
Administration is attached to our statement as exhibit k 

With this record of MIA support and cooperation as background information. 
we would like to cite the aims we. as physidans, are desirous of achieving:. 

We  waut all physiclans to he well-trained and fully informed on all a5 
no& of the nractlce of medicine. including a high degree of competencY in 
‘&eselectlon and proper use of druga 

We want a continnlng and expanding i iow of useful drng products placed 
at the disposal of physidarm. 
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We would now like to comment apeciflcally on those provisions of EB. 1158~. 
and 8.1552 which came UB the greateat concern CUJ phyeicfm : 

EOlcact, 01 drugs.-%ctton 102 of H.R IlS31 would amend wbse&ona (b), 
(d). (e) and (1) of section 505, the new drug sectIon. of the Federal Food, 
Drug and Cosmetic Act 80 a8 lo a&ho&e tbe Food and Drug Admlnt&ration to 
determine, evaluate and pass on the e5cacy of new drugs prior to marketing. 
SecUon 8(c) of S. 1552 would require “%ubstantial evidence” of “effectiveness,” 
allowing tbe zlecretary to determine if It is “adequate? Both bills would alao 
amend section 201 (p) of the present act to introduce the concept of drug efecacy 
or effectiveness Into the det3nition of a new drug. Among other things. the 
bills authorize the suspension of an effective new drug application when doubta 
arise on the part of tbe FDA as to the e5cacy of a drug whlcb previously has 
been approved. 

These proposals would require that the FDA come to some conclusion regard- 
lng a drag’s power to produce effects when administered to human beings. a 
basic problem in medicine, one which phgsbzlans have concerned themselves 
w1t.b for centuries and one whlcb for centuries has defied legislative solution. 
The problem is this: How much and what kind of knowledge must we have 
regarding a drng’s power to produce effects before It can be used with cer- 
tainty? And bow do we go about obtaining sueh knowledge? 

Under Ideal conditions. the profession would be aware of all of the effecta 
produced by a drug before it was administered to tbe first patient However. 
even when a drug bas been used over an extend& period of time, lo hundreds 
of thousands of cases. the DbTsician must rerrJ?in alert to the wssibilitv of 
effects which bare nerer be&-experienced befos He knows that his &owl- 
edge of drug therapy is, and must remain. tentative. NO group of men, inside 
or outside of Government, can change this situation. 

Orer the vears. the nrofesston. iu coowration with others involved in the 
developmentWof &w d&s, has worked hiligently to increase our knowledge 
of the power of drugs and to assure that their use in the treatment of disease 
will be effectfve. 

Today aben a prescription drug is made avatlable to physicians, we know 
what tonic effects the drug has been known to produce under specffled conditions 
and in a specified number of instances. And w are alerted to watch for otber 
toxic effects as our ernerience rlth tbe drur: errands. The FD.4 does not sav 
that such a drug. in-the absolute sense. g ‘*safe.” It approves even Mgb& 
toxic drum for use bg physicians. knowing that the ph.ys.lcian can be informed 
regarding their knorrn toxic properties and will consider such properties when 
prescribing the dmp. When a drug is approved for widespread use, all physi- 
dann become part of a continuing “match” for other toxic effects. 

Hoxercr. drugs are prescribed and used In the treatment of patients, not to 
nroduce effects rrhich we hare called “toxic.” but to cure or allerlate uain and 
illntss. and it is the power to produce th&e desirable esect? that is-referred 
to h,v the term “efficrtcy.” We point tbls out because there is an understandable. 
hut nevertheless. extremely important misconceptkm on the part of many of 
the term “elTlcac,~-” as this term 19 used in medicine. Ph.rsiclans seek to treat 
effectloe1.v the medical prohlemr; of individual patieuts. A physician does not 
trrnt 10 rnw of hrwrtewion. he trefltq IO inditidunl patient-. earh of Thorn 
hnp II medical problem he ha= dinpn~cd a* hwrten+n. This difference be- 
romrs eap~lelly Important when he elects to oqe drug tberspr in tbe treatment 
01’ thccc 10 fndiridnnl patirnt% ne mar find that the snme do.cazee of the wme 

are allertic to tbe nonactire ingredients used In one brand of the druc and that 
a different brand. with other nonactive inrredlents. Is the &icacions nn.swcr. 
Thus. In one patieD< z-t PpeclRc dosage of a qv?citlc~ drug might be anld to be 
efflcacionc. ahlle In another it would be descrlbed &$ totally Ineffective. 

The @nt x-e are mnkln~ is this. A drug’s oftlracy rarief from patient to 
patient, sometimes for known reasons such as allergy, and at other thnes for 

~~nknnn-n rcn=ons. Hmce. anv judrment conremina tb!c. fntior can nnlp be 
made b.r the individual physician who is uslug the drug to treat an indlvidnal 
patlent. A phplclan can be told man? things about a drug. including Its cbem- 
iztrp. its mode of a&on and. to some extent, Its toxic properties. But be must 
Jorice its eWcacg. A drug mhlch is. on the averflee. 1~s efflcaclone than an- 
other. mutt still be arailnble to ever? nhrrldan rlnrr It mar he ronmletclv 
emcnclous lo treating the medical prodlem@-of one of bls pat&& We &o not 
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practice medlcfne on the average-we seek to solve or aIkvlate tbe problema 
of each and every patient 

XC this precise usage of the word “efficacy” is kept In mind, the conalderation 
of legislation whlcb would request that an administrative agency of Govern- 
ment determine the efBcacy of drugs can proceed more fruitfully. 

The proposed amendments would prevent some apparently ioetl’ective druga 
from reaching the market They would alao, however, tend to stifle the develop 
merit and distribution of other druga which are or might later be shown to be 
hiahlv et%raclous. Thev would deurive the uhrsician of exercislan hla urn&+ 
ci&ti judgment In deciding whi& drug was most efecaciooe for-his I;8ttent. 
in that they would deny the physician the availability of certain drugs he might 
wish to prescribe. Also, they rrnuld substitute tbe Judgment of go&rnme&l 
o&ciaIs for the tirwotoven svstem of the concensus of the medical orofession 
as to the ultimate us&ness and efecaciousness of a particular drug.- It ia our 
considered opinion that these propowl amendments would not, In the final 
:~nalyslq result in better medical care for the American people, tbe objective. 
we are sure, all are seeking. 

Fe are also concerned that, by granting to a governmedtal agency the statutory 
authority to pass on the efficacy of a new drug, Congress will be enabling that 
agency. through sdmiuistratlre interpretation of the law. to decide the relative 
or tompnratire ef2icac.r of a new drug in terms of drugs already on the market 
\Ve are apprehensive that the Food and Drug Administration aould, under these 
xuendments to the act, decide that it had the authority to refuse to allow a 
drug to be marketed merely because it was, in their opinion, hot the most &ca- 
cious drug for the purpose intended or was not as efficacious as one mlght 
ideally wish. 

Virtually 011 medical scientists agree that the attempted eraluatlon of the 
relatire merits and uses of different drugs by governmental employ- aould 
not only be a most unfortunate undertaking. but an impossible one. Physiclana 
in the Food and Drug -4dministration. Hke Dhssicians flewwhere. have their 
on-n personal opinionsas to the relatire mer;ts-of drugs This is the nature of 
medicine and of tbe medical profession. What concerns us is that the particular 
riews of the nhvsiciana in eorernment mieht K-e11 be translated into a denial of 
the arailabili-v .of a part&lar drug which they, in all good faith, do not believe 
to be as efficacious as a drug already on the market Subsequent events could 
nell prore them arong. Medical history Is replete with examples of medJ- 
cal “authorities” who were badly mistaken as to the ultimate usefulness of 
a drug. 

We hare c?osely studied the language of the numerous leglslatire proposals 
\\hich would purljort to grant to FDA the authority to eraluate efficacy, while 
clenrinc to it the authoritr to make determinations as to relative ef?lcacv. We 
c:tu;lot-couclude that any- of these proposals would suffice to guarantee that 
administrative determinations. under such a statute, would not be made com- 
paring the relntire ef%cacy of various drugs. 

Tbw. the American Zledical Association opposes tbow sections of H.R. 11581 
nod S. 15.72 whlcb would grant to the Food and Drug Administration the author- 
1t.r to determine, ernlunte and pass on a drug’s efficacy and thereby determlne 
beforeband thnt a drug should not be marketed on that basis. 

Factory inrpccfion.--On April 21. 195X3. the asco4ation submitted to the com- 
mittee 3 statement ur@ng ennMmcnt of a bill which would hare authorized 
incpection of factories without the necessity of first making a rquest. It was 
the belief of the a%ociation that the princip!e of the bill n-as a prot~r one and 
the nwabure zbould he adopted “prorided the proper safeguards are included 
to protect the phrPicinn-phnnnaci4t.llatient relationship” It was algo pointed out 
rhnt the association htliered that language should he included which Kould 
clearlr indicate that the bill has no arqGcotloo to confldrntial huslness and 
r+rofrscion:il records “nhi<h have DO wwcific benrinrr on the cnforrernent of the 
kood. Drug and Cosmetic Act.” 

The association continues to maintain this policy. although we are of the 
cninioo thnt the rlroriqiong of section 201 of H.R. l l%3l annear to be unneces 

Section 4 of S. 3.7X spwificnllp excludes certain data from inspectIon and 
therefore would be more acceptable to the profession. nowever. the prorLPlons 
of thw bill relating to the q~~a1ificatio.n of persoonel, Chile not Mended to e&b- 
lish Fcdernl stlndnrds for personnel. could ea4.r he ndmlnlstered to that end. 
This. we believe. rrould not be in the puhllc lowrest 
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Both of the prorlsions would autborlze InspectJon of zonsultlng laboratorlea. 
H R. 11591 lenres the definition to the discretion of tie Secretary. S. I%2 definea 
the term wry broadly. While the association is convinced tbat the provisIon is 
intended ro apply only to commercial consulting iaborn~n-les, we would suggest 
that appropriate langnage be added to any such prorlaion to specldcally exclude 
pbIsiclans' ofTice% hospItala and meditil schools fro& Its applkation. Such an 
amendment would be in accord Wtb olbar prorlelons of section 4 of S. 1552 which 
exempts physicians’ records from laspectioc and would give recognltloe to the 
ptient-ph)-sician relationship and State laws which give statutory protectlon 
to It. 

fifondardi;alion of drug non.%?.--Section 111 of H.R. 11581 aollld authorize the 
Secretary of HEW to estnblish a single standard rrame for a drug under certain 
renditions. Sxtion 10 of S. IL.52 would grant similar autiorlty. bnt woold also 
require the Secretary to reriew all tie 05cml compendia to determine the D- 
si:r or dcslrabllitr of reG!ng 05&l names “in the interest of usefulness and 
siip1icit.r.” Before designat& such a name. the Secretary aonld first have to 
~eelr a recommendation from the compilers oi compendia. 

We beliere thal the powers which would be granted to the Secretary of HEW 
by these p-orkons are unnecessary and would tend to interfere wilth present 
~uccessW, voluntary efforts and would creatx and compound confusion in drug 
nomenclature. In order to c1arif.r for the committee our reasons for believing 
legislation in this area to be unaecesSary, we would like to describe for you bow 
nonproprietary drug names are currently established under improred, voluntary 

For many Fears the A M A  has plowed a leading role in the adoption of a drug’s 
nonDronrletarv (standard) name. This DrOCedUre is eznlaiued ln some detail Ln 
exh;hit’B  attached to this katement. We will not repeat the full explanation in- 
c!uded in the eahibll but for Ihe benefit of the committee, we wilJ summarize 
brietly the presenr prtmdure. 

Simultnneousl~ with the earl1 development of a new drug, considemtlon of a 
non~roprMsq- name is begun. It is the policy of tbe AM.4 that the early adop 
tion of a nonpriprietary nnme should be encouraged to facilitate understanding bg 
a!1 concerned of the properties and proper ucage of the drug. It is also our policy 
ch:rt the nonpro1)netnr.v or feneric name should be as simple as possible and that 
cbtmicallT related drues. uvd within a tiren theraneutic area. should nreserre 
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tmopr~prlrta~ names for all drugs that are likely to be the subject of rmbllsbed 
a rtlclea. 

The Amerlcar~ Medical Assoclatlon belleces that thJs system of adoptlag mm-  
worwir~tary or ~enerlc oames for druan has been ressoooablv effective In the ~a.% 
in& that the r&rot Joint Somenclat&e Committee is ma&g It even more &e& 
tiw and e+l&itioue Funher. the clue cwperatlou of the A M A  and U.S.P. 
in this program is greatly increasing the use of such names and eliminating any 
confrlqion lbnt mar hareexisted. 

lo summary On tbls point. we believe that the problems nhlch remain In the 
6eld of drug nomenclature can and should be solved by the profession JtaeJf. 
Phcciclans and others ail1 adopt and use nonproprletau names for drugs only 
when they are convinced that tbe u.~ of such mimes all1 fadlltate and tmprove 
the wnctiw of rwdiclne. We believe that the Drograms we hare described aJU 
be iost conriocbg to them. 

_ - 
Special control Ior burbC?urote and otimulant &ups.-We would lJke nest to 

briefly comment on part C of H.R. Il5Sl which embodies special control for bar- 
biturates, amphetamines, and any other drug which the Secretsrp of HEW IJnds 
to be habit forming because of its Kiululant effect on the nervous system. These 
proriswnc would apply to barbiturates and habit-formlog stimulant drags wheth- 
er or not ther enter or are destined for Interstate commerce. They have been 
the excluire subject matter of four similar bills I IOW pendiog before the Con- 
gres--LJ.R. C&. H.R. 3965. S. 1939, and S. 3Gi3-but bearings have not been 
scheduled 0~ any of these proposals. 

We GIII appreciate rhe coa~wr~ of the Cnwress and this committee over the 
social effects of barbiturates and amphetamines. The A M A  joins tbe Food and 
Drug Admiui$tration in deplormg illicit trafficand salesof such drugs. 

IJon-ever. H.R. 115Y1 is an omnibus bill dealing with the broad spectrum of 
all dr~gh. In our opinion, it n-ould be a serious mistake to lnclode in this biJJ 
iericlstion swxificallr rrrrulatlna tro classJlications of druzs-barbiturates and 
nu~J~het;lmines. Thc‘tjrne allot&i tu hearings on this pro&& does not permit 
the wxessar2- IegislatiTe inquiry as to the uecesslty for further Federal leg&la- 
tion nith respect to these drugs; aor does it proride sticient t ime for an Jn- 
qulrF as to the appropriateness of the measures proposed. Tbe Senate Jndlciary 
Cotuuittw irl I& cowldcration of S. 1.552 urged no action on this provision pend- 
ing the outcome of further study by the Senate Labor and Public Welfare 
Committee. 

\Ve do sot belier-e that the necessity for, or npproprlateness of, additional 
Federal lcgislariou has been 3deqguateJy demonstrated at this time. Accordingly. 
we would urge the committee to defer action oo this part of H R. 115Sl pendlng 
further study of this Jwtlon of the bill. 

ID tllis connection, the American Medical AssocJatlon and its C~rmcll on Drags 
stands ready to cooperate with the Cxmgress and the appropriate department of 
tbe executive branch of Gorernruent in studying the medical and social problems 
Jnhereut in the Illicit and medically uasuperel7Jsed rise of these drugs and the 
apprullriateness of additional Federal legislation. 

prrrcriplicm rlrug oi?rcrll*inp.-Section 131 of RX 115Sl sad section II Of 
S. 15X? are concerned with the advertising of prescription drugs to J)h.rsicJfUXL 
Generally, an nd~ertlsement would be deemed to be mJsJeading in a material re 
spect if such sdrertisement fails to contain (A) a conspJcuous. full and accurate 
statement of the etficacr of the drug, and (B) a runspicuous and truthfol dis- 
closure of (1) the quantitative formula of the drug with each active ingredient 
usted br its common Or usual name, (II) the side eff&ta of the drug. and (iii) the 
contr&dicatioos of the drug. 

.idrcrtisements for prescription drugs are dlrected to physlclsns In order to 
keel, tile name of a pilen product before the medical profession. Xost pbyslclnns 
scce,,r *uch ads for n bat tlwr are-reminder information. not educational ma- 
terlal. The prr+~?als contained in tbrse bills are quite obriourly based on the 
emonwtus, mlctaken :l\wmption that the purpose of prescrJption drug advertising 
Js educational. 

In 1914. wbeo the Fe4ernl Trade ammission Act was adopted, it contained 
the excP()tic,n to the false adrertlsiag prorislonn Of tbe act that “So adrertlse- 
mrrlt r4 a drug sbsll be deemed to be false if it is diswminnted only to members 
of Ihe medical Jwfession. cont.‘iins DO false repr~entatlon of a material iaCf 
and intludec. or is ncwmpaniti in each instance by trutbfnl dlsclostie Of. the 
formula showing quantitatirely each irxwdleat of each drug.” 
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The reason for such en exception la obvious to us as pbyslclans. Prescription 
drug advertising la dIrected to a sophlstlcated, trained, and knowIedgeabie 
audience of professional people who can evaluate such ads for what they are- 
advertisement ‘=he C!dmgrena recognized thin fact In 1914, end the reasoning 
behind this exception is even more valid In 1962. With the great edvan- in 
meddleal education and postgraduate education, coupled wltb improved media of 
communication. today’8 medical practitioner is much better informed regarding 
drugs and drug usages tian be was in 1914. 

In eddltion to his training and experience, the physician receives a constant 
stream of information about available drugs and their effects from the medical 
literature. from impartial reports by pharmacologist and the medical profession, 
from informal discussions with colleagues and from numerous reference works. 

It is not only medically imposafble to include in an advertisement for a pr+ 
scription drug complete data relative to emcacy, contraindications, end side 
effects-it is also physically impossible. Any abbreviation of this information 
could be extremely unwise, aa this could only encourage doctors to rely on drug 
advertlsementa aa a source of complete information. 

Thus, in our opinion, these proposala could very eeslly have the opposite effect 
from that intended by their proponents. If prescription drug advertising were 
requtred to contain the proposed statements es to efficacy, side effects. and con- 
tr&dlcetions, it could easily result in the mistaken assumption by many phyd- 
clans that contlnnal studs of scienti5c end authoritative medical literature 
&mid be unnecessary. - 

The Am of course, belleves that advertising should be truthful We cannot, 
however, make tbe assumption that physicians recelre their education on drugs 
end drug therapy from pharmaceutical advertisements. We make every effort 
in the scientific publications of the AMA to insure a high quallty in the adver- 
tisements appearing in our publications. A copy of the principles which guide 
us in the acceptance of advertising for our journals Is attached to this statement 
as exhibit C. We wUl not dwell on the details of these principles. but merely 
indicate that the application of such principles results. in our opinion, in high 
quality, truthful advertising without distorting the purpose of advertisements 
by attempting to include the education of our physician readership. 

In conclusion, the American Wdiml Association has endeavored in this state- 
ment to comment on those provisions of H.R. 11581 end S. 1552 as passed by the 
Senate which are of greatest concern to the phgsidans of America. 

We are confident that this committee is aware of the vital responslhillty which 
it bears. Undoubtedly. the legislation recommended by this committee will have 
serious and far-reaching effects on dmg research, tbe availability of new. We- 
saving drugs, the practice of medldne and the health of onr people. If ever 
there was a tlme for serious. considered, dlspasslonate deliberation, it 16 now. 

We sincerely hope that our comments end suggestions beve indicated the con- 
cern of the h’ation’s physicians and till be of assistancetothiEmdtteeir~ 
riving et a judicious &&It. 

Exmnrr A 

As earlr as 1891. the AMA went on record as supporting the flrSt prOPOSd6 
for a Fed&al food and drug law. It was not until 1905, however. coincident 
with the estab&hment of our cou~cll on pharmacy and chemistry, later to be- 
come the council on drugs, that the association threw its full weight into the 
struggle for a Federal pure food and drug law. Tbe statute was enacted in 
l!XK following intensive legislative eilorts by the AMA. Through the yeara 
the AMA has closely followed the implementation and effectiveness of tbe 1906 
act As early as 1911, the assocfatlon urged Congress to amend the act so as 
to nrevent false statements being made as to tie results to be obtained from 
the-use ol medicinal agents. 

In 1933. the AMA, realizing that the existing act had certain deficiendea, 
uraed “the formulation and enactment of effective netlonal food and drug legis- 
&t& odequare for the protection of the people.” Actidtles of the association 
rnern lnfitrumental lo tbe nas%fe of the nresent Federal Food. Dmg. end .---- _-_.. ---~ 
Cosmetic Act lo 1938. In iSS1. ae sopporied the Durham-Humphrey amend- 
ment. which 1s the Ian controlling the dispensing of prescription druga In 
1953. the AMA supported a bill. which was enacted as Public Law 217. f&l 
Congress. authorizing tbe Food and Drug Administration to inspect pharmaceu- 
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tlcal maanfacturing establlshmente althout first obtaioing the permission of the 
proprletors. During the 80th Congress. the ANA was one of the chief sponsors 
and supporters of the Hazardous Substances Labeling Act. mhlch was enacted 
as Public Law 86013 and is DOW administered by the Food and Drum Admin- 
istratlon. 

AMA has supplemented OUT leglelative activities with a close and continuing 
relationship with the Food and Drug Admlnlstration. Our counci1 on drugs, 
orer the years, has had a number of members from the FDA. and onmerona 
other Government physicians and pharmacologists have served as consnltanta 
to the council in its drug evaluation program. Our department of investigation 
has enJoyed a longstanding close relationship with FDA lo developing lnforma- 
tion on quackery and medicines and devices of questionable valu& - 

00 October U-i. 1901. the AMA and the FDA folntlg sponsored the tlrst Xa- 
tioual Congress on Medical Quackery in Washington, DC. This was the he 
ginning of a concerted cooperative drive against-those practionere of pseudo. 
medicine who bilk the uublic of millions aunuallv. In Narch of this war. a fol- 
lowup conference was sponsored by the AmericanXIedlcel Association in Chicago. 
Attending this meeting mere key people from the FDA, and other Government 
agencies and private organisatlons. 

Our committee on cosmetics and the former committee on toxicology have 
also worked closely with FDA over the years. most recently concerning the 
aborementioned Hazardous Substances Labeling Act The council on ioods 
and nutrition is most active in erchaneioe information with FDA and in co 
operating aith it, the Federal Trade Commission, and the U.S. Post O&e in 
sponsoring an aggressive program against food faddism and food and vltnmln 
quackery. 

In addition to these cooperative activities, the AMA frequently comments on 
proposed administratire regulations of the Food and Drug Administration and 
other governmeutal agencies. We are now preparing comments on the prc- 
posed regulations of FDA for special dietary foods, including vitamin supple 
men&. sod the recently proposed reylations pertalnlng to new drngs for ln- 
Testigational use 

Er~mrr B 

The objectlres of this program are to facilitate the selectlou of a suitable’non- 
proprietary name for each single entity drug and to encourage the use of such 
Mected name wherrrer indicated in labeling, in adreriising. as titles in the 
official comnendia. and in the scientific literature. 

A Joint &mmittee knowu as the AMA-U.S.P. Somenclature Committee has 
been established to negotiate alth the manufacturers. This committee consists 
of four members. Two members are nominated by the AMA subject to the ap- 
nroral of the U.S.P. : the other two members are nominated bv the U.S.P. sub&t 
*b the approval of the AXA. 

_ 

The American Medical Association maintains for the commIttee and ailI ax- 
pand. as necessary, its present staff and facilities for receiving proposals of non- 
proprietary names from all sources. processes these proposals and initistes and 
conducts such negotiations as expeditiously as may be appropriate to settle upon 
a tentatire uame for all new drug entItlea 

It is probable that in a given number of nonproprietary name negotiations the 
AMA-U.S.P. Komenclature Committee and the manufacturer(s) may fail to reach 
an accord satisfactory to each. The AMA and U.S.P. hare appointed a board 
known as the nomenclature reriew board to determine the merits of such cases 
and to make a final decision thereon. This board acts upon the request of either 
the committee or the manufacturer(s) involved. 

Tbe nomenclature rerien board consists of 6-ie indlvlduals of Judicial temper- 
nmwt rind biqhly re~ikxtcd st?tuq in medicine and pharmacy; the AMA recom- 
mended to the U.8.P. several Dames of potential candidates from which lld two 
members were selected by the U.S P. to serve on the board. The terms of board 
members orerlap to Insure continuity. One member is to be added to the board. 
on an ad hoc basis but without rote, to represent the Arm making the protest. If 
more than one firm is inrolced, an ad hoc member from each will be added. The 
board functions prlmariiy through correspondence. 
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The de&Ions of thts board, whfch are ffnal for this stage of the negotlntlon. 
is reported to aU Interested parttea. 

Tcnlatlrely adopted (as a result of Ihove action) noproprietary names 4~ 
referred to the cooperating agencies (N.F.. RffO. B.P. Commission. French Codex, 
Sordlc Pharmacopoeia) for their consideration and comment, in accordance alth 
pqt pollcy leading to the Bnal adoption by the committee for national rise in the 
United States This name when adopted is referred to 44 USAN (U.S. Adopted 
Name). 

Sames adopted bg this nomenclature committee ure the deoignatfons used 
In the council on drugs (AMA) mouographs ou individual drugs and are the 
nonproprietary names used in the scicutifie Journals of the AMA. The AMA 
promptly notifies the editors of medical journals and professors of pbrirma- 
colrwv of all medical scbods in the Fwted States of the adopted name. 

The U.S.P. (1) adopts the names 5ot;rlecter) as the C.S.P. titles when and If the 
articles concerned are admitted to the F’.S P. ; aud (2) undertakes to pub&h lists 
of the names at frequent tnLervals through appropriatechannels 

It should be made clear. of course. tbat adoption of publication of the name 
tmplies no endorsement whatever. b.v the commIttee, the ANA, or the U.S.P., 
of the merits of the articles to which the name appls. 

Both the L7.S.P. and tbe AMA make reasonable efforts to notif the industry 
and the profession4 of medicine and pharmacy that the committee is maintatntng 
tltis ~urnluable service on the wormon names for drugs. The committee also 
undertslies to notifv other national sod international agencies of the names 
selected. 

The C.S P. has organized a concerted c-nmpnign to acquaint the editors of all 
rndirol and pharmaceutical journals of this service and the availability of non- 
nronrietarr names for all drugs that are l‘kelv to be the suhkct of oublished . . 
nrtlcles. kfforts are being made to enroum:e the Food and Drug Administration 
aud the Federal Trade Conrmirslon to extend their respeetire areas of author)@ 
to the l imit m swing that tbc selwtrd nnmrs. and only those. are used wherever 
nnnnrnrlrietar-c names anrwsr in drug labelin and advertising. 

11; th’e nom< of the cum;llittee. the kI.\ staff maintains all c&acts In connec- 
tlon nith the proces< of selection and negotiation as at present, including all 
),art~ ll\nting in the \Vw-Id Ilealth Organization program. 

The American Medical Association seeks to promote tbe science and art of 
medlcme and the betterment of public health. In serving these aims. the AMA 
cnmmuuicatrs regularly Kith the memhrrc of the medical profession, with profes 
r;ionnl persons in allied fields, and nirh the public. A substantial part of this 
communitation is carried on through the regular production and distribotton of 
several publications. 

III keelliog with its awn-rd purposes, the association ail1 do all ft reasonablp 
can to insure the accurarv. mu~praheasireness, timeliness, and relevanq of the 
advertising content of th6e publications The evaluation of advertising copy 
n-111 be based on the conrlderatioo of arailnble data concerning the product or 
service. It n-111 not be based on tests conducted b.r the AMA. 

The appearance of advertising in AMI publications should not be conStrued 4s 
R m:lrnnrw or endorwmrnt of the nroduct br the association. The fact that an . _ .~ 
ndrrrriwn~&t for 3 product, service. or c&npauy has a)l)wared in an ANA 
rn~hlwatlon sboll not be referred to in collntcrol advertising without spe6flc 
:lutbnr!rntlon from the American hfedkal Association. 

A- a matter of oolicr. the AMA n-ill wll adverlisine soace in its nublications 
11 hen tl) the b&r beiieres purchase of such space ~prewnts a sound erpendl- 
rure. (21 the incluqion of odwrtising mater141 does not interfere with or sed- 
ow1.r drrract from the purpose of the publication : and (3) the advertising COPY 
nwef~ the standards establiched for that publication. 

The fn!lowJng general ~.rzuciplts set forth the criteria nhlch the American 
Med~cnl Arscwiatioo will fo!:cw in screening advertising to be carried In the ANA 
scicnflflc publbntlons (The Journal and 10 speclsltg journals). Tbe asSoCtatbXI 
reserves :he right to cbso:. these principles lo the Ilgbt of development4 in 
medicine or tn industry. 
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U.S.P. slso till publicize program itself and seek out reco@-1tlDa 
Of these actltitles from both P.D.A. and P.T.C. 

Eligibility for advertising 
1. Products or seniws eligible for adrertising &all be germane to, effectWe 

in, and useful in the practice of medicine and shall be Commercial lY AraHable. 
9. Pharmaceutical products x111 not be eligible for advertising until a new 

drug opplicntion from the Food and I)rug Administration has become effectlw. 
3. lo~ritutional-type ndyertising germane to the practice of medicine and pnbllc 

.serrice ~neswprs of interest to pbg?icizlns may be considered eligible for appear- 
ance in the scientific publications. 

4. Alcoholic bewmge nod tobacco products arc not eligible for adrertislng. 
5. The association rnn~ decide that certain products or serrices are not ellgl- 

ble for ndwrticlog in iif.1’6 wientific Journals if adrerti‘ements for these 
products or fierrires In otber media cooslstentlr, or signitIc.wUy, depart from the 
standards set forth in the following section. 

1. Drugs 
For comenlence. adrertisements for drugs (including varcines snd blologicnleals) 

may be wpnrated Into fourcntegories. a8 folloaa: 
(a) New drug8 o+ new claim8 jor drugs WA&h hove not prevbvs~y been ad- 

sertied in AMA publimtions --A new drug Sa here detloed as A single active in- 
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gredlent (examplea: reserplne, deserpidlne) or an extract from a single source 
(examples: alaerorylon, rsmvollla). Example of a new claim : use of an estsb- 
IMwd antlmelarial drug, such as chlorcqulne pbospbate. in rheumatoid artbritla. 
In all such cases, the department of adwrtislng eraluntlon will regnke six 
copks of supportlug scientific evidence for reriew. It 1s suggested that labora- 
tory and clibical data on new drugs be submitted to the American Afedlcal AB- 
aociation at the time a new drug nppllcation Is filed nitb the Food and Drug 
AdminIstration. This will make it rwsstble. in many cases, to obtain product 
and adrertising clearance prior to tde Inrro&ction of tbe drug. Howe&r. the 
association will not grant final clearance of advertialng until notified that the 
new drug application has been made effectlte by FDA. 

(b) Drupa tchich represew: a modi&otion of on eligible product.-Example: 
Sorue modification of a previously eligible drug such aa a new salt or ester. Six 
cooks of all nertinent lahoratorv and clinical data should be forwarded ta the 
deiartmeut of advertising eral&lion. 

(c) M&lures of drups which ore uZready considered eligible.-For example, a 
mixture of reserpine and amphetamine was regarded as new at one time. Six 
copies of clinical and pharmacological data should be forwarded for considera- 
Uon by the department of adrertisiog eraluation. Clearance depends primarily 
on showing justlflcation for the rationality of the comhiiaUon. 

(df Drum which reoresent an additional braved of a oroduct that b akeadv 
eZi&bZe.-gothing further is needed than the proposed nhrertIsIng copy for co& 
sideration by the department of adrertlsing eraluaUon 
2. Apparatus, itwtrunwntd. and dewiced 

The department of adrertking evaluation determines the ellgibIlIty of products 
and snitability of claims for medical equipment intended for prerentire. di- 
agnostic, or therapeutic purposes. AdTerUsements for new products and new 
claims should be accompanied by sir copies of information presenting full and 
adequate scientific and iechnical data concerning the product’s safety. operation, 
and usefulness. includiun the results of laboratorr and clinical examinadon 
These data map he either published or unpublishkd. Samples of apparatus, 
derices, equipment. or instruments should not be submitted unless specIfically 
requested by the department of advertising eraluatlon. 
.l. Food product8 and vitamin preparatimd 

Advertkements for food products and ritamin preparations may be separated 
into four categories, a8 follow6 : 

(a) GnwaGpurpoae loode.-Those foods promoted for use by the popnlaUon 
in general. Examples would be bread and processed meats, fruits and vegetables. 
Adwrtisers of such products should submit sir copies each of descriptire litera- 
ture labels. and a statement of composition where pertine3-k 

(b) GyecioZ-purpose loads.-l%%e me foods for qwcial dIeta!y uses subject 
to the labeling conditions impowd bc section 4033 of the Federal Food, Drag, and 
Cosmetic Act. Examples are foods manufactured and promoted for use by cer- 
tain specific segments of the population, such as Infants, infaltds. as neU as 
others r~~nkin!z foods with cert3in wooerties i.e.. foods for carboh.sdraterf~ 
stricted diets, sodium-restricted diets,- an-d othe; thdrapeutic diets. A.dFertIsers 
of such products should submit six copies of labels. statement of composition, 
and analytical data. When pertinent they should be ~uppcwted with data de- 
monstrating the efkctireness of the product for its intended use. If new claims 
are made for a preriously advertised product, six copies of clinical data substar- 
Uatiog such new claims must be submitted. 

(c) Supplemental ritamln preparations: Rational xnktures of the vita& 
recognized to be essential In human nutrition or metabolism in amounts not dU- 
fering greatly from the recommended dietary allowances 02 the Food and 
Sutntlon Board of the Satlonal Research Coundl are eligible. Hoaerer, alth 
the exception of iron-containing and calciumcontaining preparations that are in- 
tended for use during pregnancy, vitamin mixtures to which minerals are added 
(as contrasted to trace minerals which are inherent in the manufactnring prm 
eas) are not eligible for adrertlsiog. 

(d) Therapevtio oitonlin prrparotiono.-Rational mixtu*k3 of the vitamins 
recwuized to be es.wntial In the amount& not greater than five Umea the ret- 
o&ended dietar? allowances are eligible. However. preparations containing a 
mixture of all or most of the folloaing antinnemlc factor+-titimin %, folk 
acid. intrinsic-factor. iron, nworble acid. and copwr-are not eligible for ad- 
rerthxlog. If claims not generally recognlwd are made for any of the vitamtna, 
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or mixtures of vltamlns, such claims shall be substantiated with six coplea of 
cllulcal studies in sul~lrort of such clalma 
). comefiu 

For cosmetl~ with acknowledged sound health clalms, only the qualitative 
formula need be airen. In the event that a ouestion of safetv arisea ouantlta- 
tire data on -the one or more ingredients in qhestion are neces&y. in-the case 
of a new cosmetic. or a cosmetic to which new lngredlenta have been added, 
six copies of supporting data for the product’s safety and ablllty to perform as 
claimed should be forwarded to the department of advertising evaluation for 
lw-iew. Since relevancy to medical D,-SCtkC! 1s one of the DremcX,iSite for ell- 
gibilltg. it should be em&sized in e&h advertisement - 
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5. Boolcr 
A book may be requested for review so that its elig%lllty for advertlslng may 

be determined. 

Products or services not In the above classification may be ellglble for adver- 
tlsing ii they satisfy the criterin for eligibility and sultabillty. 

After a product or service has been declared ellglble to be advertised In tbe 
scientific publications of the A.U.4, the department of advertising evaluation 
must approve each advertisement. As In the case of eligibility. the AMA makes 
the final decls~on regarding the suitability of copy. layout, and artwork The 
AMA’s decisions on these matters will be guided ln all cases by tbe followlng 
principles : 

1. The adrerti.%?nrent should clarify ldentlfy the advert&r and the product 
or servic- be;ng offered. In the case of drug advertisements, the full generic 
name, includmg salt and ester designation. of each active ingredient must be 
shown in appropriate type size If the generic name of a drug appears ln close 
juxtaposition to tbe trade name, it should not be unduly subordinated. and un- 
der no circumstances appear in less than S-point type. If the generic name does 
not appear in close juxtaposition to the trade name, it should not be undulp 
subordinated and under no circumstances appear in less than IO-point type. 

2. Adrertlsenrenta should not be deceptive or misleading. Layout, artwork, 
and format should be such as to aroid confusion slth the editorial content of the 
publication. 

3. Unfair comparisons of the blatant and unwarranted disparagement of a 
competltior’s products or servlres will not be allowed. 

4. Sneepipg superlatives or extravagantly worded copy will not be allowed. 
Any claims for superiority must be supported by evidence acceptable to the 
association. 

5. Quotations or excerpts from a publlsbed paper are acceptable only lf tbey 
do not dl.Qtort the meaning intended by the author. Claims made aithln quota- 
tions must conform to the same standards as unquoted dalms. 

0. Advertisements will not be accepted if they appear to conflict alth tbr 
principles of medical ethics. 

The AMA Department of Advertlslng Evaluation ls responsible for applying 
the forepolng princlplea and standards to advertlslng copy snbmltted for publl- 
cation in AMA sdenttic journals. It wlll do so ln acocrdance wltb the follow- 
ing proeedure~ : 

1. BuDmission of data.-The department of advertising evaluation requlrea 
tbat scientific data be submitted to substantiate claims made for new ~rodncta 
(such as dmgs. devices. or foods) or new clslms for products wbl& hare 
prevlou%ly appeared In AMA sclentltlc jonmsls. 

2 Tupe 01 data needed.-Data should Include pertlneut reports pub&bed and 
unpublished. favorable and unfavorable, of laboratory and cllnlcal lnrestlga- 
tionr co~erlnc the efficafy and relative wfety of the product (drug. derlce, or 
food) under conslderatlon. These data should be based upon sound studies 
and should be sot&lentIg comprebenslve to permit a crltlcnl evalnatlon of tbe 
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subject matter. Whlh the quantity of the scientitlc data required wlll depend 
on the tyDa of DroducC the nature of the medical Droblem involved and the 
claims made In-the ad6ertising copy, the quality oi the evldeoce ta’regarded 
as hfghly important; in this respect, the importance of suitable controls le 
emphasized. Compllationa of individual case reporta are ordinarily not con- 
sidered acceptable evidence. The unpublished portion of all submitted data 
will be regarded by the department of advertising evaluation as eonfldentlal. 
and consultants will be requested to treat it accordingly. 

3. CoMulfaGn.-The AiUA Department of Advertising Evaluation frequently 
seeks the optnlone of consultants and recognizes the statements formulated by 
ANA councils and committees in determining the eligibillly of products and 
tbe suitability of claims. The consultants for the department of adrertlslng 
evaluation are persona who have been selected for their competence In the field 
ln~olved. Names and affiliations of the consultants are not made available. 
TIM! reyuiremetcia for deporiment of odvcrtiaing cvaluatia 

Although the department of advertising evaluation candot guarantee adher- 
ence. in all cases, to a fixed time schedule, every effort will be made to expedite 
completion of A M A  consideration In the following time lntervala: 

Advertisements for eligible products wiih no new &Ctd.---From tbe time copy 
is received. 5 working dars should be allowed for ANA consideration. 

Advertiknwnts in&&g new claims lor or modifcaiions of cuwentlp eligible 
producta. or both.-From the time copy and. if necessary, supporting data are 
recehed, 15 working days should be allowed for ANA consideration. 

Adffcrti.v~4rr~rts for 2~2~ ~rorlrrcf*.- From the time copy and supporting data 
are received. 20 working days should be ,allowed for A M A  conslderatlon. 

In those cases in which A M A  consideration cannot be completed prior to the 
erpiratjon of the foregoing time intervals, the advertiser or agency will be so 
informed. 

As a matter of policy. the A3fA will periodical1.r review its principles of 
adrertising with the view of keeping pace with changes that may occur h the 
industry aud the profession. It is hoped by this policy of continuous review and 
reeyaluntion to insure and improve the timeliness. relevancy, and appropriate 
ness of the advertlslng content of A M A  scientific publlcatlons. 

AKI?EICA?T btmrcu. A88ocu~xor~. 
Chicapo, RI., Auguri SI. 19611. 

Chairman, Commit lee on Interstate and Foreign Commerce, 
House of Representatives. WadhLngton, D.C. 

Drxa Ms. 51s : The purpose of this letter is to supplement the aSSOCiatiOn’6 
commmts on H.R. 11581 and S. lrii2 submitted to the committee on Awust 2% 
1962. 

The American Medical Association is also concerned with those provisions 
of section 7 of S. 1552 which would aire discretlonarv authorits to the Secretam 
of Health, Education. and Welfare-to include in reblatlons, -goPernlng exemc 
tions from the law for drugs used for inrestlgatlonal purposes, proris(ons for 
requiring (1) adequate animal tests, and (2) reglstratlon with the Secretary of 
“scientific experts” who would be required to keep records of tests performed and 
“to furnlah to the Secretary simultaneous copies of their reports to the mano- 
fncturcr and, upon request of the Secretary, reports at other times.” We are op 
nosed. at this time. to action with resnect to these nrovlsions of S. 1552 lossmuch 
as there are prop&d remlations on-these subject-s which were published in the 
Federal Register by the Food and Drug Administration on Ancnst 10.1962. The 
notice of the proposed regulations Invited comments from Interested partlea. 

In view of this fact and the fact that n64ther the SPnate Judlriarg Cxxnmittee 
nor Four committee had an opportunitg to receive testimony and to study these 
prorlnions in all thetr effects, we urge that they be deleted from the Ieglslatlon. 
Favorable conslderatlon by Congress on protisions of this nature would have 
the effects of prejudging the valldlty of the proposed regulation and neFatlnF 
comments on the proposed regulation by interested parties. 

The American MedIcal Assoclatloo Is equally concerned and opposed to favor- 
nhle action on the remalnlng provlnlons of s&lon 7 of 9. l-S52 and Wtjons 
10?_(b) (5). 103(b). and 106(b) of H.R. 7158l, which would W3JUlre WDoes On 
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eUectbeness or elllcacy of drugs used for investigational purposes. Our reasons 
for thfs position are stated fully In our prevlonsly submItted statement. 

I appreciate this opportunity to submit these additlonal comments and would 
request if possible that they be made part of the record of your bearings. 

F3Incerely your& 
F. 3. L BU~~OAME. 

AR the professional society representing individual pharmacists in all facets of 
lwofcssional practice. the American Pbarmweutical -4ssociation (A. Ph. A.) la 
aware of the intrnw Merest of Congress in proper health care for the pe&le. 
We assure you that I)harmncists sh;lre this interest and wish to coowrare to the 
fullest extent iu all dctiyities which best berate public health. safety. and welfare. 

Since ita inception in 1652, the Anwric an l’harmaceutical Association.(A. Ph. A) 
has never had a financial interest in any drug product. drug manufacturer. drug 
wholesaler. or drugstore. The first obiwtive of our members as stated in oar 
wnstitutioL. is: 3’ T> improve and promoie the puhllc health by aiding in the estab 
lishment of satisfactory standards for drugs. aud to aid in the detection and 
preveutiun of adulteralion and nusbranding of drugs and medicines, and to take 
such stel,s as au aswcintion ;rnd in cocqwration with other organizations as aiU 
assure the production snd distribution of drugs and medicines of the highest 
quahty.” 

It Is for this reason that we presrntrd entemive testimony on S. 1.552 and H.R. 
G24.S. as they were oriaiuallr pro~weed. on December 1% 1961. and Uar 24. 1%3!?. 

Because the basic 0bjectiT-e of rhe profession of pharmacy is set-ring and safe- 
rrnardinc nublic health. WP endorse the ohiectiyes of H.R. 115Sl. Because we 
&cog&? ‘th:,t this committee is n~:lk~ng iis alqraisul in the public lnterest- 
present and future-the Aulerican Pharmac-eutical Association (A. Ph A.) be- 
lieves @at this committw will be interested in our opinions regarding speutlc 
sectiow of H.R. ll5.81. 

H.R. 11581 would amend the section of the Federal Trade Commission Act 
c~mverued with definitions and. in pnrticular. the term “False advertisement” 
a~ u?;ed in the act. Iu effect. the b11l would requve erery sdrertisement to the 
medical professIon to carry full informntlon on fiide effects and c*ntralndications 
as well as the common or usual name of each ingredient- 

Another advertising matter to which comrn~tt&z attention is inrited Is the pr* 
motiou of prescrIption-lrgen~l drugs 10 the public. Such ndTertising disregards the 
inhereutly dangerous nature of drugs nnd results from a mieunderstandmg of 
the nrofes&oual serrices inrolwd in wescribinr and disnensina nrescriptlon 
m&d&tinp. Our profession Is grawlp Eonceruedby the adfertisiggand trading 
of prescription-legend drugs as commodities in commerce. 

As expressed In the regulations proposed by the Food and Drug Administration 
in the Federal Register of August 10.1962. the American Pharmaceutical Assoda- 
tion (A. Ph. A.) endorses the wxition of the Federal Government proscribing the 
adveitising or promotion of i&stigational drugs. It now appeirs only lo&al 
for the Federal Government to similarly proscribe th advert&tug or promotion of 
nrexrintion-lecend druns to the Dublic. Roth the Federal Food. Dme. and cok 
&tic Xct &dltbe FedeTa Trad&Commission Act provide an appropr%te means 
for the Federal Gorrernment to make known that it will not condone a practice 
many of our States, and numerous other nations. already condemn. 

Because an Inrestlrational drua is not available to medical nractitioners for 
general treatment. th&e is no rafid reason for eltber a sponsor of the drug. or 
an)- person on his behalf, to disseminate adrertlsing. public relations statement4 
or news relents representing the drug to be safe or useful for the purposes for 
ahlch It Is Intended. 

Shnilar1.r. &awe a prescription-legend drug Is not arailable for general sale 
to the puhiic. there is no mlid reason for wther a pharmacy, or any person on lb, 
behnlf, to disseminate advertising. public relations statement& or ness releases 
representing the drug to be available for the purpose for mhlch lt la Mended. 
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If the drng Jo available for general treatment or general sale. the purpose of 
adrertlsing or promoting it is to induce, directly or indirectly. the use or purchase 
of the drug. The advertising or promotlon of a dmg which Is not available for 
geneml treatment or general sale-investigational or prescriptiqn-legend-le both 
false and misleading. 

A  Federal registration of al1 interstate dmg manufacturera has the obvious ad- 
rnntages of identifylog sources of origin, inviting inspectlone. and fostering con- 
trol of manufacturers in the publfc interest However. we urge that any language 
incorporating a Federal registration and Inspection for drug manufacturers 
prorIde that such Federal registration and lnspectfon shall not prempt or pre- 
clude States from licensing, controlling, or otherwise regnlatlng manufactxrera 
doing business within 6UCb States. Nor should such Federal registration of drug 
mannfacturers and factory inspectIon permit Federal invasion of contldential 
patient health files. inclnding prescrjption recorda 

The dlspeosing of prescription medication by pharmadsta in pbarmadea is a 
matter of licensing and regulation which States ercluaively control under their 
police power. Thereforq we want to be certain tbat any Federal regiatratlon la 
not intended to invade areas of authority heretofore exclusively exercised by 
States oPer profeGona1 actirities which hare always been intrastate in nature 
These activities include : 

(1) A doctor, l icensed by a State, administering a drug to a patient In 
that State: and. 

(2) A  pharmacist. l icensed by a State, compoonding or dispensing a dmg 
for a patient in that State. 

Tbe fact that the particular drug employ& by these practitioners may have 
n~oved in interstate commerce should not be used as the entering wedge for 
Federal control of tbe professiona 

Ke note that John I,. Haney, Deputy Commissioner, Food and Drug Admln- 
ictmtion. rrhose American Bar -4ssociation speech was entered in the August 13. 
I%?. Congressional Record, analyzed prorislons of H.R. 11581. He stated: 
“Thev requirements. howerer. would not apply to licensed practtitionera who 
diqk?nce such drugs in the course of their professional practice.” (Par. 1, col. 3, 
p. 15239.) - 

The pharmacist dispenses prescription-legend drugs only in the course of bls 
professional practice. To clarify the intent of Congress, we urge the following 
lonzuaze for appropriate inclusion withIn E.R. 11581: 

“The prorisions of this act shall not apply to persons who are 1awfnlI.r entitled 
under State law to compound, diFnse, prescribe, distribute, or admlukter drugs 
to patients within that State. nor &all the provisions of this section confer rights 
or prim-ileges to conduct business or engage ln professional pursuits contrary to 
State law.” 

This hpecIi7c laoruage embraces both the preuxibing and tbe diapeusing pro- 
fescion~ without affectinz the intended registration and factory inspectSon of 
drua ulanufncturers, aholmlers and others. 

AXTIBIOTIC CrRrrelcAno~ 

In the ear1ie-t days of their prepnratlon, penicillin. streptomycin. chlortetra- 
vrline. chloramphenicol. and baeitracin were concentrates of extractives from 
rulture mMin containing micro-oreanisms. Variations in the strength. qnallty. 
and puritr oC these concentrates originsllp mnde It dimcult or Impossible to 
cztshli~h adwnnte standards under which Identity, strength, quality. and purity 
could thrn he determined and assured. 

Hon-ercr. lhrotxh modern methods of production, s.mthesls. and purifleatlon, 
the- sut+~tanc*s which ma? he called antlbitiirs are esvntially pure substances. 
frequently recrystallizPd salts. possessing the same degree of purity as any other 
fine (hemical. Existing certiticntion rlrocedures nnd proposals to extend such 
certification procedures do not take Into account advances In analytical technics 
lvhich cnn protide more accurate methods of analysis. 

Under such conditions, where adequate standards can be set to assure the 
Identity. strength, quality, and purity of a substance, we oppose continalng the 
rertlflcatlon procssa. 
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~oYma.4Tcns-m ANDABDuAnoR or DSVQ n*Yg 

When a new compound 1s dlscowred or s~.nthesized. it in important that the 
name asslgned to the compound be informative. convenient and distinctive Tbl~ 
is necessary in tbe interest of advancing science, be it medlcaI, pbarmacaI, 
chemical. or any other science. Such a determination in nomenclatore. ii it 
is to have ma&urn utility to those professional and scientific persons who 
must work with and use the article, must be determined in reintion to all other 
compounds arnilnble and the informstire, convenienf and distinctive considern- 
tions mentioned above. 

It is b)tb scieotifically and economically imp&ant to one who has syntbe- 
sized a new chemical entity to establish a permanent, us&O, officiaI, non~roprl- 
etnry name at an early date. In so doinn. clinicaI and sclentillc reoortn and 
other pertinent data are more easily folio&d and tbe potentialities o! tbe a~ 
complisbment, therefore, are more easily aswssed. 

The general principles of nomenclamre followed in tbe revisions of the United 
States Pbarmacopeia and the NatIonal Formulary are consistent with sound 
scientific principles and provide tbat tbe primary title oi each drug monograph 
sball be in English and shall be, as far as possible, convenient for prescribing 
and dispensing and in harmony with general usage. 

These guiding principles further provide that short titles wherever needed 
shall be coined for synthetic organic chemicals with cumbersome names, and 
shall be based upon rational chemical namea 

Commonly used names may be inserted in the United States Pbarmacopiea 
and the Sational Formulnry as synonyms in tbe 05cial monograph after the 
o5cial title. Botanical and zoological names conform to the rules of tbe IntPr- 
national Botanical Congress and the International Zoological Congress. This 
system of nomenclature is designed to be most nsefnl to practitioners who must 
rely upon and work aitb these compounds. It has proved most satisfactory 
for oyer three quarters of a century. 

Further. drum name standardization can be acblered under H.R. 11581 by 
employing the specific procedures described in addendum IL 

Tbe thalidomide incident bas resulted in proposed regulations strengthening 
contrcAs wer inwGigstiona1 drugs. Thee regulaticns afford additional safe- 
guards and are being promulgated by FDA pursuant to its existing antbority 
under the Federal Food, Drug, and Cosmetic Act 

Unfortunately. tbe proposed regolations only concern new, investigational 
drugs. They do not relate to drags which bare been approved by FDA for gen- 
eral use by physicians, dentists. Teterinarians. and other related practitlonem 
For this reason. the American Pbarmacentlcal Association (APA) cautions 
against the illusion that the proposed regulations aili give tbe degree of patient 
or consumer protection necessary with drugs. 

A  drug which msy be inwstigational today may be marketed tomorrow. Tbc 
invarigationnl lcend is SC-XI replacwi by the pr&pUon legend. This can be 
hazardous because a defect ln drug distribution exista Frequently, drugs 
bearing the legend “Caution : Federal law prohibits dispensing wltbout prescrlp 
tloo” are made nrailable through persons other than pharmacists and from 
places other than pbarmacles. Tbe health of our citizens is fully protected 
only vben all drugs are distributed to tbe pbarmac&t and prsonall~ dispensed 
by him. 

All drugs today are more potent-than erer. and the consequences from misuse, 
or abusive use. are more serious than ever. In drug matters, tbe knowledge, 
skill. c:lutIon, responsibility. nnd ethics of a pharmacist are more important than 
ever before. As tbe FDA stated In FDA Leaflet Xo. 12 (1960) : 

“A  llharum-ist is rwrr than a pune.ror of drug-he ls a member of the team 
of experts who baTe been scientlficnlly trained to proride medical care to the 
people. As a consultant to the prescriber and the custodian of drugs for the 
cnunnnnit~, he is Iiwnwrl by law to dispnw them according to the prescriber’s 
instructions and the requirements of law. 

“If we dld not bare the pharmacist, it would be necessary to inrent him.” 
But tbe pharmacist does exist and be does not need to be invented. Tbe 

pbnrmncist only seeks the opportnnlty to serve tbrvngb tbe legitimate prwtice 
of his prvfession. 

781 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

DRUQ INDUSTRY ACT OF lB62 

i 

STATEYEXT BY FILA~CK T. Dmxaox. G~ra~~Cow~azr+ OR BEEAM or Gnocnr 
J~ASCF~XC-~IX~~ OF AMERICA. Ix., on H.R. 11581. Daoo AIPKI F~croar In- 
wt%~Io~ AYEFDMXJW~ OF 1962 

The bill RR. ll!Xl would amend the Federal Food, Drug, and Cosmetic Act 
by adding an unlimited power of factory inspection ahich is Uoneceaaary, detrf- 
mental to public intereat, and probably unconstitutional. Therefore, Grocery 
Manufacturers of America. Inc.. a national. nonorotit trade association rem-e- 
senting some 300 food and grocery product mahnfacturera urges the H&me 
Committee on Interstate and Foreign Commerce to drop title II of the bill. 
which proposes the obJ,Jectionable grant of additional inspection power. 

^r 

Ten years ago the Supreme Court of the United States ruled tn the Cwtif7 
case (344 U.S. li4. 1932) that the Federal Food, Drug, and Cosmetic Act did 
not authorize the Food and Drug Administration to inapect a factory except 
by voluntary permission of the owner. At tbat time Grocery Manufacturers of 
America, Inc.. appeared before this congressional committee and supported the 
enactment of legislation for compulsory factory Inspection; such enabling Iegls 
lation was urged as required by the public interest, and appropriate congrea 
sional limita on the inspection power were approved to assure its fairness and 
constitutional validity. Both Houses of Congress subsequently passed a bIII 
to enact w-hat House Report So. 708 (83d Cow.. 1st aess.1 described aa “com- 
pulsory, but limited inspection authority.” ‘I;he authoritative House report 
explained that addition of the r&xv statutory language “within reasonable Iimlta 
and in a reasonable manner” n-as intended “for the porpose of contlning the 
sculw of inspection to ‘factory. warehouse, establijbment. or vehicle, and ail 
pertinent equilmmnt. finished and unfinished materials, containers and labeling 
therein ’ ” Tire Food and Drum Administration has successfullv administered 
the act in this form since that-time. and ae are aware of no development in 
rhe food industry which calls for the estraordinary expansion of factory to- 
sp?ction noIT propos&i. 

In cont<ast to the foregoing congressional definition of a “reasonable” fat 
tory inspection uower. title II of II R. 11581 xwuld expand such power beyond 
anything reason-ably required for enforcement of the Federal Fo&, Dmg,~and 
Cosmetic Act. For it would amend section 704 of the act first to reach .a 
manufacturer’s consulting laboratory, in addition to his oan.factory : and aec 
nnd, to permit inspectors of a factory to examine “all things therein (including 
records, tiles papers. Itrwesses, controls, and facilities)” bearing on violations 
or even potential violations of the act 

*. c*scaEssIocv*L BWLE OF aEA6oxAsIJ5 m6PEcTxOR 

The itemized scope of the proposed new inspection power is reminiscent of 
the record inspection cases rrhieh Congressman Hiosha~w described aa “obnoxl- 
ous” in House debate on the 1953 Factorv Insnection Amendment Xessra 
Wolrerton, Elarrie. Bennett, Priest. and Younger-were of a similar mind In 
House Report h’o. 705. aud in statements on the floor, they determined that 
the laagw~ge of the 19Z.3 amendment represented a reasonable rule of factory 
inspectltrn. and in doing so. they apecitically insisted that the scope of 6uch in- 
s:luctv.m does not include formulas, methods, lwwxsses, shipplng records, com- 
l!latnt files, qualification of technical personnel. and prescription filea. 

Apart from its specific enumeration of records, formulas, etc., subject to in- 
spection. title II of the bill enlarges inspection power to reach “all things” in 
a fnctorr “bearing on” violations or potential violations of the act This Ian- 
gunge is-so broad as to lend itself to unlimited apl~llratlon by admlnlstratire 
Interpretation. It is unsuitable for use in the Federal Food, Drug, and Coymetic 
Act, first. because the act is an unusually drastic penal law whose violation 
can be punished by personal crmtioal convictloo of a corporate agent, even in 
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the absence of any guilty knowledge or intent on his part; second, because such 
broad language affords no intelligent basis for a manufacturer’s resistance to 
excessive demands by a tleld inspector. and put8 him to unjustiflcd legal hazard 
where be attempts it It map well be thnt by routinely lnroklng this broad 
grant of power inspectors could force disclosure of valuable prlrate informa- 
tion about manufacturers’ production, packaging, IabeIing. advertisiug marker- 
ing, pricing, and financial position. 

In this situation a food manufacturer opposes unlimited factory inspectJon, not 
because he has something to hide. hut becnure he believes he has a constitutional 
rigbt to protect from disclosure and loss his private lnoiwt~ in patents, for- 
muins. processes, and other trade secrets. Ills uuderctondnble fear of such 
disclosure is increswi by knowledge of the f;ict that State and local 05cials 
mn.r be commissioned br the Food and Drug Admini<tmtion to supplement the 
inspection activities of Federal agents. As a practical matter he knows that 
inspectors frequent.& leare Gorernment service to take employment in the food 
inductr~, lwrh.~l~~ with o ri\:il proces..or. In sll such cases it would be diffi- 
cult if not imlwsrible to prorc an unlawful breocb of 05eial confiderire, and the 
manufacturer is therefore reluctant to disclow information which Is not clearly 
pertinent to the ststutorF innpose of public protection. 

The foregoing con+Jerathlus :199l.r equally to the proposal for unrestricted 
inspection of a manufacturer’s Independent laboratory. Traditionally entrusted 
with secret Informntion in a lwnfezsional, consultsnt-client relationship, the 
independent laborator?. if subjected to such inqection, is even less able under 
the proposed authority to as.vrt ayiwopriate resistance to ewes&e demands 
of a field inspector. \Vhrn it is wnernbercd that independent laboratories are 
not iwodntws or dlctributors of food lnoducts and that such prof~~ionai test- 
lne. rrrrorch nnd clcreloImwnt orgnnizstlooc do, as a matter of policy. cooperate 
with the Food and Drug Administration and otber Goremment sclentitic agen- 
cies. there sppenrs to be no gooCl tesson for extending the proposed inspection 
controls to their operations and records. 

i. oPPosITIos-PrRLIc coTG*DERAT1OS* 

The keeping of accurate corporate records relating to manufacturing proc 
e2se+ c1nalit.r controls. conwnner complaints. percooncl qualiflntions:, etc., 1s 
a t’rrluntnry prnctite norm:~ll,r and faitbful1.r observed by the food msufacturer. 
He follons thrw? prowdnres in orfier to tnnintsin nnd improre the qua1it.r of bls 
product. to correct nnr defiriencie~ as orlickl~ a~ he (sn diworer them. and hr 
experience and traininp to dev-elnp tbc ~ncst’inofe4onnl stti to &&t~sklli- 
fnl refenrch. derelopment. lwoduction. nnd di~trihution in the field of h1s food 
technolocyr. It require little more tban n ststement of the food manufacturer’s 
reawna for keeping the-e records to dwnowtrate that they indirectly but im- 
portnntly contribute to the n-elfnre of consumers. ;Ind that nnythinp n-hlch need- 
le%lk discnnmscs the keeping of these records operate- to the detriment of the 
lmhllr interert Therefore Consrcs~ qhould carefully consider the nowibll l@ of 
Drosre=ite nerlert of rc-wlkeepinp: as an adverse rind undecirablkconsequence 
of the nnlimited fnrtorr incoectinn nuthoritT nronosed. 

Reference has already be& made to the‘drasfic crImina1 punishment which 
map be rlsited upon indiriduals for eren inadrertent riolations. In U.S. v. Dd- 
tenmich (320 P.S. 2ii’. 1943). tbe Supreme Court of the Gnlted States noted 
the fact that under the Federal Food. Drug. and Cosmetic Act, penalties serve 
s$ effectlre menus of regulation. and it spoke ss follows of a prosecution M- 
der tbe act lo wblcb guilt wts Imputed to a dcfendeut solely on the bards 
of his authority and reqwmsibilit~ a- a corporate officer: 

” ’ l l Such legislation diywnses with the conoentional requirement of 
criminal conduct-axarcness of some u-rongdoing. In the interest of the larger 
good it puts the burden of acting at hazard upon a person otberwlse innocent 
but standing In responsible relation to a public danger. l l l ” 

Tbe food manufacturer sees In thin inspectlou proposal a shift from tmdl- 
tional agency inspection practices to a system of search and seizure in whlcb 
luqwction becomes a “A~hlng expedition” de+rmzd to obtain eridence for civil 
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and criminal prosecutions. Who can say that even a reputable mannfacturu 
will ignore this danger In deciding whetber or to what extent he should make 
and keep records with respect to complicated probleme be 16 worhlng to 6olve 
within the letter and spirit Of the act The greatest inceutive for production 
of wholesome and nutritloua food in the United State6 1s the competitive rivalry 
among manufacturers to produce the finest products by applplng modern ad- 
vances In food science and technologv. Punitive provtdons should not be per- 
mlttmi to overshadow a sound regulatory and educational admJnistratlon of 
the Federal Food, Dmg, and Co6mettc Act nhlch maxlmlse6 VOlMtIUY com- 
pliance Such admlnistmtion of the act Is to be preferred as a cermtrudive en- 
forcement poltcy which best assures the attainment of its great sodal and eco- 
nomic obJectlve6. 

It remalns to emphasize that the Food and Dmg Adminktration already 
possesses ample powers of lnspectioo and investigation which are 6uSlcient to 
protect the public interest In addition to its authority far mandatory factory 
bspections under section 704. the Food and Dmg AdminJatratkm can, where 
neces6ary. take advantage of regular search warrant procedure upon 6bowing 
erideuce to a court that a violation is probably tahlng place The agency - 

also invoke the subpena power of a grand jury. Furthermore, tn brtnglng 
court action amlnst a violator the azency can obtatn all the tnformation it 
requires by written tnterrogatork6 and other discovery procedure6 authorbed 
by the Federal Rules of Civil Pmcedura 

10. oonauaon 

For rll of the foregoing reawn6, Grocerg Nanufacturers of Amertck Inc. 
remectfnLIy urree the House Committee on Interstate and Forelen Comment 
to strike &rt title II of the bill. ER. 11581, which proposes thekJectlonable 
grant of unlimited factory inspection power. The present language of &on 
704 of the Federal Food, Drug, and Cosmetic Act was, after careful c-on- 
sional deliberation, deslgned to authorize a compulsory but reasonable form of 
factory inspection. Ten years of experience with that section have confirmed 
the soundness of its draftsmanship by this committee. Argument6 for adoption 
of title II of this bill are snbstantiallr the same as those messed awn C!onereas 
by earlier advocates of unrestricted inspection power. tie hope that Congress 
will maintain Its original position; namely. that the Food and Drug Admlnls- 
tration sbould have authority for a reasonable factory inspection, and that set- 
tion CO4 of the act as now written, confer6 it 

STATEWEST Of S~rLOxat As6OCtAvrOx Or FU?F’6nXsAr66 w~6EnOO66s R6 
H.R 1l58l To AMEX-D THE F?msa FOOD, DECO. AND Coslcnrc An Swurrm, 
BY JOS~PE H. Corqwrn 

The Xstional Association of Refrigerated Warehouses consists of nearly 500 
member plants throughout the United States representing approrimateiy 80 
percent of the public refrigerated warehouse space In the country. 

Both tbls association and Its members believe that a 6tXOng and effective Food, 
Drug, and Cosmetic Act-including adequate inspection authority-is necessary 
for the nrotection of the consumlna DUbliC. We belleve that the existinn in- 
tion authority is ndcquate to provlze-this protection. We are. therefow strongly 
opposed to the provisions of section 201 of H.R. 11581 which would extend this 
inspection authority to include “all things l l l (Including records. flies, papers. 
processff contracts. and facilitlea) l l *.*’ 

H.R. 11581 is concerned with the manufacture and marketing of drugs and 
antlblotlcs. not with foods. In facf except a6 it appears in the name of the act 
which thls bill would amend. the word “food” is never even mentioned in title I 
at the bill. Yet title II would amend the act 60 ns to impose far more 6tringent 
Inspcctlon provkions OD warehouses storing 6olel.r food as well a6 drug and 
cosmetic warehouses. It Is grosslg nnfalr to penake perishable food ware 
houses with these almost limitless inspection provision6 when It is not neces 
%arp. 

Present prorlsions of the law covering warehouse lnnpection gtve FDA inspec- 
tors access to “all pertinent equipment, finished and unfinished materials, con- 
tainers. sod labeling therein.” 

784 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRlJG & COSMETIC ACl 

DRUG IXDUSTRY ACT OF 1082 611 
: 

These provlslons have proven completely adequate lnsoiar aa food LnapecMon 
Is conwrned. _. This is attested by the food industry’s excellent record In provid- 

5dentlal company 5Ie& persouuel records, wrresfrondenee, and anythIng &a 
mhlch in the opinion of individual inswctarS mlghtbe pertlfnent Such author- 
?ty could not possibly be ererclsed nniformJy vvith fairneaa to sdl sod the bds#d- 
bility of excesses would be substantially increased over that now existing, 

Finally, an unusual situation exlsb with respect to public t~arehouws. The 
-go&s stored In public anrebouaes belong not to the asrehousemea. but to hia 
customers. The public aarehouseman has no Interest In the goods In blo ware- 
house other than to give them proper care and protection. He ls merely P  
custodian. 

As agent for the owner of the goods, the publlc marehodseman can legally and 
moralIf act for him vvlth respectto his goods only on his InstrucMona. ~In~addi- 
tlon there is a certain confidence betx-een the nublic narehouaemah and hta 
customers similar to that between a banker and-his depositors. An inapwtlon 
authority which extends to “all things” In the narebonse ia viewed by all wn- 
scientious aarebousemen as a violation of these princIplea 

The present lavv under xhlch ins~ors may enter a public wareho~ in- 
spect the goods stored, and take samples has proven efrectve. Anythiugfnrther 
Is an infrinaement of wrsonal or business DtiTaCY. is subject bo exceaaw alid la 
a violation of the public vvarehouse-customer relaeibaships. 

We emphatica?iy.uerge that there be no further extension of Inspect&m author- 
ity under the Food, Drug. and Cosmetic Act. 

STATEYEIFT OF PERRY Il. ELI~WOBTH. AssOc~nm Dmwvoa. NIT-K IaDUSTRY 
Fonlro~r~or;. WASHISGTOS. D. C., Rmaaorxo ER ll!Xil. Trrbn II, R=ATI~Z 
TO CURIRCATIOS ASD STRESGTHESIXG OF Facvoa~ I~s~wcnox Aorson or 
Foot ~f(o Dsno Aoursrslaanox 
The Nilk Industry Foundation Is &  to title II of H-R 11581, 87th 

Conpres~. 2d -e&on. which ia desigued to broaden existing authority of tbe Fwd 
and Drug Administration. Delutrtment of Health. EducaMon, and Welfare, to 
conduct inspection of food establishments. It is the position of the3filk Industry 
Foundation that existing authority of the Secretary of Health, Sdowtion, and 
Welfare In this area is already suf5cient to enable him to t’ultill his reaponai- 

’ bilitles. 
Thls statement is submitted pursuant to authorization of the board of dlrectora 

of the N%k.Industry Foundation, vvbich is a national trade association of fluid 
milk piocpssors and dlstribulors, aith member companies in every State of the 
Union - T’her;e members ranee in size from the larae naMona1 dairies to amall 
local companies. 

In submitting this statement, the .Uilk Industry Foundation is presenting 
the views of its members as procwsors and distributors of one of the moat impor- 
tant foods of the Sation : namely: mi lk and milk products, vvhlch are wnsidered 
basic lo the health and diet of the people of this country. 

-4s the “milkmen of the Sation.” the industry represented by the Nilk Industry 
Foundation has a vital personal stake in preserving the purity and aholesome- 
ness of the products which it provides to the public. The industry takes this 
responsibility very seriously. So governmental agency. Federal or State, can 
possibly be more concerned alth the wholesomeness and the purity of the product 
which the milk industry purveys than the milk industry itself. 

Tbiw I$ mentioned bwau.se it is x-en- nertinent to the Issue of whether the 
CoufZrer;s should enact title II of H.R. il’s81. The need for external regulation 
Is less where the enlightened self-interest of the industry Is such that the lndua- 
try. itself. assumes full resmnsihilltv for the distribntioo of vvbolesome omductx 

The keen responsibtlity ielt by the membera of the milk industry ta a rwuan- 
sibility shared by the vast majority of American food manofactu&a. - 

The lirln? standard of th3s country i% of courw, one of the highest In the 
world, and this Is particularly true al&h respect to the diet of the Amerhan 
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people. This result could not hare been achiered had tbe members of the food 
industry, Includtng the milk industry, not taken a personal reaponsjhlIjtp for 
the type of food products which sre sold to American consumera. 

It is also recognized that Goremment has played Its part in t.be highly derel- 
aped existbig system for the production snd dfstrihution of food to the people 
of this ?istion. Perhaps, hosewr, more than in any otber area of our nation- 
al life. it can be said that tbe Gowmment has not played the dominant role 
in this magnificent derelopment 

The Federal Government already pxsemes ample authority in the present pr+ 
ridrms of the Food. Drna. and Cosmetic Act of l!X%. as ableuded (21 USC. 321 
et SW.) to rvter and ins&t any place where food Is kept or manufactured or 
held for abipmeot in interstate cwnmerce. Section iO4 of that act is the key 
provision of the present law which wouhl be amended by title 11 of HR. 11581. 
Section iM is divided into”four subdirM3ns Each of these subdirisions is im- 
portant, but subdirision (a) leads all the rest 

It pfxmits nn insbector of the Food and Drug .Iclministration to enter. at ren- 
sonable times, any factory, warehouse or establishment, and to inspect, at 
reasonable t imes nod within reasonable limits, and in a reasonable manner, the 
establishment, itself, and any equipment. materials, and labeling ahich he finds 
tberein. 

SubdirIsion fb) prorides that the FDA inspector must gire the owner of the 
establishment a report of any prnctice observed by the agent which shows that, 
in his judgment, any food in the establishment consists. in whole or In part, Of 
(1) any filthy. Imtrfd, or dewmposed substance, or (2) bas been prepared, 
packed. or held under unsanitary conditions. 

Subdirisions (c) and (d), respectiwly, provide that samples may be cOih?cted 
and that, if an analysis is made of the samp;e. tbe FDA inspector must gire 
the person from n-born the sample was taken a report of tbe analysis. 

These are extremely broad porrers. The Committee on Inter6tate and Foreign 
Comrnerc~ discus* tbrm at length in a reiw-t xbicb it f&d during the 83d 
Congress when in 19.53, It amended the factory inspection prorIsion of the 1938 
act to aroid the necessity of securing the permission of the owner of the establish- 
ment (report of the House Committee on Interstate and Foreign Commerce 
Douse of Representatives. Report Xo. iOt3. 83d Congress, JuIy 6, 1953). In that 
report, the committee noted that almost erery person in the food industry rolnn- 
tarily permitted inspections to take place bu+ in riea of the fact that there were 
a fen- who refw&. and in riew of the then recent decision of the Supreme Court 
of the Inited Stat.w in United S(ofen r. Cordifl. 3U T.S. 3i4 (1952). holding that 
it was not un~awfui for a factory owner to refuse to give permissjon to enter and 
to inqect., it was decided by the Congress to amend the law w) as to remore the 
necessitv of securina the wrmbsion of the owner of the establishment 

But t&CongressUdid more than this In the 1953 amendment The committee 
report referred to abore. shorrs that the Congress gare careful and detailed 
consideration to the whole philosophy upon which inspections by FDA inspectors 
are ba-wd. 

The CommIttee on Interstate and Foreign Commerce, in the report cited took 
the rieF that the purposes of these inspections are not based on any prior 
suspicion or notion that the law hss been or is being violated. but that tbe in- 
spections contemplated are a matter of routine checking to determine sanitary 
mud;tions and to a.ssist regulated perwo~ hy adrisins them of legal reqmrements 
In the light of thece purposes. it was concluded that the Congress should not 
then limit FDA Inspectors to the use of a search u-arrant type of procedure. 

Tbe committee report upon which tbe 1953 amendment 1s be-4 rereals clearly 
that the Congress felt that it was giving the Food and Drug AdminIstration tbe 
utmost anthority xrhich it needed to perform the job which was assigned to it; 
vsmclc. to see that food is processed under the sanitary conditions and properly 
inbelcd nc required by larr. It is equally clear that the Congress did not then feel 
that it would be warranted in giring FD.4 agents the Qpe of autborlty to inspect 
nhlch would now be conferred upon them by title II of H.R. 11.331. 

There can be no doubt that lf the amendments to section 504 of the act proposed 
h7 title II of I3.R. 11X3 sre adopted. it will turn that section of the law into a 
Iwn.ce to permit an unrestrained attempt by FDA inspectors to ferret out riola- 
tions of law upon the bnsls of mere suspicion and tithout tbo safeguards of a 
worrh n-an-ant type of nrcnedure 

II R. 11.X1 ~~rild wnyert this nrori+w of the law from R nwchsnism for con- 
ducfivs routine inrectigstlons to spot chtxk on esnitarp condltione and for ambt- 
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1i.R. Il.-&l \vould do this by nmwdlng wtlon 504 so aa not only to permit FDA 
irswwtors to do wh;rt they now may do; namely, to enter factorieq asrehouses. 
rind estsl~lishmrnts at reneonnble times and to conduct ressonnble investigations 
of the .sxnitarr conditions in such establishments. aa well 88 the wuiument and 
mererials fon& therein. hut ;rlso to Iwrmlt FDA to look at all the “*&&rds. dlea 
inlpers. processes. controls, and fnvihtieh” bearing on whether articles are possi- 
blr adulterated or mirbmnded within the meanina of the act This uartlcular 
&ovi.sion of the amendment frankly crates that-such lnrestigatic& may be 
made to determine “violations or potential violations” of the a& 

Furthermore, for the first time, FDA inspectors would beepermitted to extend 
their search to “consulting laboratories” and to the records, flies. papers. proc- 
es~es. controls. arid facilities of such “consulting laboratories’* performing services 
for food manufacturers. 

One of the remnrknhle features of the food Industry to which frequent refer- 
enve has been made over the y?ars-inrluding a reference by the wmmlttee in ita 
I!).53 report. referred to abore-is that orer 95 percent of tbe industry has rolun- 
tarilr permitted ins:lwtion of its fncilittes. This w46 true even prior to the 1953 
amendment which. for the first time. clearly permitted compnlsory inspection. In 
new of this irupresaive rword. it is difficult to grasp why more inspection porwr 
is nom needed. 

A roriog inquiry into all records, Ales, papers, processes, controls and fadhtles 
to determine potential violations of the low will endanger raluahle trade secrets 
and processes. 

Many members of the American business community have tbelr own trade se 
crets. prwesses, controls. and facilities. These are trade secrets because they 
are not drsciosed. In many cases. special processes hare been patented. which 
means that, In return for disclosure. n limited monopoly has been conferred by 
the Gorernment for a limited period of time. The Gorernment, bon-erer. has no 
inherent right to force the business community to dirulge its trade secrets and 
processes. especially x! here such distlosure is not necessary jn order to perform 
public purposes. 

If FDA inspectors are permltted to hare free access to all of tbe files of the 
company. inciudfng its secret processes, these wilI cease to he “secret” in an 
absolute sense tbe minute they are disclo.4. An ex-FDA employee later 
employed by a food company can hard& be expected to forget what he had 
picked up under the protection of his badge. 

This proposed legislation poses the question whether it 1s necessary, lo the 
public interest, to require the business community to give up Ita trade secrets 
and ~,rocesses to FDA inswtors. 

The answer to this question Is clearly that there is no such overwhelming 
public interest, and for a ret-y simple reason which derives from the basic 
purpose of the Federal Food, Drug. and Cosmetic Act of 1938, as amended. 

The purpose of Inspections under that act is primarily to make certaio that 
the food which is distributed to the consumers IS pure and nbolesome and )6 
not misbranded and to assist companies ln compliance with the law. These facts 
can be determlned by examination of the food and labels, end It IS nnoecessary 
to fo into the secret processes underl.fing the manufacture of food. 

FDA inspectors already hare the authority to inspect food for sanitary con- 
ditlons and, of course, to examine lnhellog. The? hare authority to Inspect the 
equipment and the finished and unflnlshed materials used in the manufacture of 
the food as well as the containem and laheling of the food. lvbnt more an- 
thoritp does FDA need to carry out Its functions? It Is submlffed that it needs 
uo fnrther author%? and that all of Its recponsibilitles may be accomplished b? 
inspecting the product before It leaves the plant. 

The fear of the bnslness community over the divulging of Its trade secrets is 
not eragzereted. Section XY2 of title II of H.R. 11581 would amend sectlou 
301 f f) of the act wblch at present provides that the folloatng acts are pro- 
hibited : (in the followlnp quotatlou, the underscored language would be added 
bp H.R. 11581, sec. 202. and the material in brackets aould be omitted :) 

“SW. 301 (j). The follorcing acts and the causing thereof are hereby pro- 
blblted : 

. . . . . l l 
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“(1) The using by any person to his own advantage or revealing. other i&a 
to the Secretary or omcers or employees of the Department, or i.o the court,~ wbe 
relevant in any judicial proceeding under this act, or 08 authorized by law, an: 
lnformstlon acquired under authority of SectIon aOa. 409. SOS, 506. 507, or 70 
(concerning any method or process which as a trade secret is entitled t 

protection) .” 
In other words, the blll would eliminate from the above-quoted se&on the veq 

language concerning trade secrets which is fonnd ln tbe present law and. a: 
the same time, would, by the underscored language. open up i.be possibility 01 
revealing any type of information secured by FDA inspectors, not only ir 
.iudicial proceedings under the Food and Drug Act, but in any other instant* 
“authorized by law.” 

No one knows what this would lead to. It would certainly seem to opex~ the 
way to subpena FDA officials in private litigation brought by competitora if 
they could convince courts that secret information in tbe posse&on of FDA 
inspectors was pertinent to the Issues involved in the litigation. 

Also, this very provision involves the point, earlier made, that a trade secret 
once divulged is no longer a trade secret The statute just quoted showa clearly 
that the FDA inspector could legitimately reveal any secret obtained by him to 
the Secretary of the Department of Health, Education, and Welfare or to any of 
the thousands of officers and employees of that Department And tbig 1s hefore 
one reaches the provision which authorizes the divulging of these secrets in 
judicial proceedings involving the act or. if the amendment is to he adopted. io 
any other manner”aulborized by law.” 

This orooosed leeislntion. in short. would sound the death knell to trade secrets 
in this Sation. SiTall wonder. therefore. that tbe business CommuIIity lb alarmed 
at Lhis grab for power in an area where this very committee. less than 10 years 
ago, said that such power was not necessary. Nothing has happened during the 
intervening years since 19X3 to render these broader powers necessary. 

On the contrary. the passage of the 19GO color additives amendments render 
such power eren less arguably necessary than it was in 1933. Both of these 
amendments are bnscvd U~KUI the pbilosoph~ that before a substance may he added 
to a food---either as a food nddltixe or as a color additire-the safety of the 
ingredient must haye been established by a regulation of the Food and Drug 
Administration. This shifts the burden of proving the safety of the food hug 
l&r from the Food :Ind Drug hdminictration to the food iudustrr itself-a re- 
sltonnibiht~ which the food industry has alwags willingly received. Therefore. 
If the Food and Drug AdnriniQration is executing its responsibilities edectlrely 
under the basic I93S act, as well as uuder the 1938 and 19MI amendments. there 
can be no serious argument that it needs these broader powers. 

Another circumstnuce which renders added powers even more ludicrous is 
the ertmnrdinnr~ l,on-er which the FDA already possesses to sclze and condemn 
food which it determines to be misbranded or sdulterated. These seizures mav 
he mnde in ndrance of judicial determinations as to legali@ of the felt&. 
The history of the enforcement of tbe Food and Drug Act shows that FDA has 
not been timid in using these powers. At any moment that FDA has reason 
to believe that anr food is adulterated or misbranded. it can take a samole of 
that food, make a‘slmt check determination and. if c&essary. order Its &ore. 

Why, therefore, doe< FDA need to have the power to dig into the files of a 
company rind to turn its norrun trick of routine snnitrction inrestigntlons into u 
search warrant t.pe of investigation without the hen&t of search warrant tm 
procedures? 

Furthermore. in a scorch w-arrant t.ype of procedure. an agency exercising 
such power is limited in the scope of the ernmlnatlon whtch can he made to 
specific places and thinrs which may be investigated. The pending hill, however. 
would permit these FDA insmors, as has been raid, to roam at large. ‘She? 
would on1.v need to snr that ther wanted to see sometbinr because thev thoueht 
it mizht &rntinllr hare a heniina on a riolatlon of theact. They Gould Go! 
nececsnri1.v have to say they wanted to look at a particular place or at a par- 
ticular thing. They would hnre the rlpbt to come in and sac “We want to 
look nround. bernuse we think we might find something In rlolation of tiw 
Fe+ml Food. Drug, and Cosmetic Act of 1938. as amended. Where are your 
flb3”’ . . 

Insofar aI the milk industry 1s concerned. tt should also be pointed out to tbls 
mmmlttee that. In addition to the Fedeml Food. Drug, nnd Cosmetic Act of 
1938. 89 amended, the dairy procerolng industy cornplIes with a rarlety of State 
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end local lews cud ordlnen~~ deellng with seliltntlon end related mettera It 
ten he relu with utter coutlclcncv Ihat theie is ;iltrolutely 110 seed for eddItlona1 
leglwletion In order to ensure e wholerome errd pure supply of milk for the 
people of this Setlon. 

Iu thls statement on behalf of the Milk Ipdustry Foundetlon, a frank preeea- 
tetion of the views on this propose1 hss been made beceuse we feeI tbet.tbe prc+ 
posed IeglsJetlon is ebsolutely unnecessery in order to protect consumers. Any- 
one who feels otherwise simply does not naderstand the facte and the ~xletfbg 
law. 

Ooe of tbe quickest weys to destroy the confidence of business In Government 
is by the passage of unmxessery end burdensome laws which serve DO parpose 

‘other than to ihcreese tbe powers of Government agencies AIrandy. In our 
day nod ego. the Government has nssumed a dominant role nnd frequentlg a 
mxeasery role in tbe bu9txss life of this Setion : but w-e must uerer forget that 
the prim~ipol rolr is thnt played by the business commuri1t.r itself. Tbe quickest 
n-ey to destroy the kind of Government which we went and cherish is to nnder- 
miue the confidence of the business commuuity In the Goreroment The pr+ 
posed legislation would do just that. 

The Milk Industry Foundation urges that title 11 of H.R. 115SI be disepprored. 

STATEMENT OF FLAVOB~NQ E-n N~~t~~~cruaraa’ Assoclanox 

Ny rieme la Cberles P. McCormick, Jr. I am chairmen of tbe leglalatlve corn- 
mittee of the Flerorinc Extract Nanufecturers’ Association of the Dnlted States 
Our association was &genlzed in 1QOQ. It consists of more than 175 flrms con- 
cerned wkh, or engaged in. tbe manufacture of flavors, extracts, flavoring ex- 
tracts, essences, bases, mires. end related products wblcb are sold b&b to mean- 
facturers of foods, drugs or cosmetics, end to tbe general public for boosebold rise. 

The fleror industry wishes to take this opportunity to express Its views OD this 
proposed leglslatlon. We  hare long supported tbe work of the Food end Drug 
Administrstion and worked closely with the Adminlstratlon In tbe development 
of analytical methods reletlng to our products. We  testiBed before tbia commlt- 
tee In support of the food edditires amendment end. in that testlmong. recom- 
mended certain Drovisions. such es ad hoc scientific edvisorr committees wblcb. 
although not included in the food edditlves amendment, hare been a part of later 
&oiler legislation. We  shore with the Food end Drug AdmInlsVetion, and wltb 
the greet majority of industrial concerns and the consuming pub&, the desire to 
s+ze the Food aud Drua Act thoroueblv. falrlr. and effectl~elv administered. 

We  wish, hoverer, to register our &ong~opposSUon to some of the features 
end implications of the proposed legislation. We  are primarily cooc-erned by 
the fact that this bill would give inspectors of the Food and Drug Admlrdstratlon 
eccess to many company records nhlcb they now can view only by permleslon 
of the company lnrolved, or by showing suffldent cause to warrant the Issuance of 
a court order. As others have pointed onf tbe proposed bill wonId authorize 
“flsblng expedltlons” on which Congress and tbe courts bare always frowned 
Product formoles are of minor concern to some companies. while to other com- 
pan&, tbey are important. But to firms in tbe flarorlng industry. formulae are 
ebsolntely rital. They are their whole stock in trade; they ere elI they have to 
sell ; they ere tbelr sole reasorr for erlstenca 

Even e smell flavoring house will here several thousand formulae, end a large 
company mey hare In its ectlre files betxeen 50,000 end 100.030. Some of these 
represent only minor variations from other formulas. and are arrived at qnlckly 
with little cost ln t ime or effort Other formulas or groups of formulas represent 
tbe expenditure of literally buodreds of thousands of dollars of research end 
development work. 

It 1s standard policy for tbe flarorlng lndostry to take extreme precautlone 
to safeguard the cotidentlal nature of these records. Many .of them are complex 
mixtures made UP of subessembllea so errenaed that onlv a few of the most 
responsible employees can possibly know the e&e composIUon. The only caee In 
which disclosure of flarorlng formnles to the Food and Drug AdmlnistraUon is 
now legally required. 1s in tbe case of new drug eppllcatlons While flavor menu- 
fecturers certainly use formulee adequate for tbls porposa Rio manufacturer 
would use a formula be considers of pertlculer velnq simply bffsoee of the 
hazards involved In tbe dlsclosnre 
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om atitode be-e is based on coxmm, both for the possiblllts of lnadwrtent 
r~&ing of confldentlal material, and also for the possibility of deliberate abuse 
of such wfldential information. In some cases, the ke? to a perUcularlY wtluablc 
~OYJXIU~ may invoire the use of only one or two unnsoal or unexpected sub- 
stances. A premeditated attempt to gain such information is not necessarily 
implied. but one cannot wipe out key recollectIons from a man’s bmin. OI&ials 
of tbe Food and Drug Administration have occnslonall~ pointed oaf in Justifying 
this request for information, that no known case of the releaix? or abuse of eon- 
tldenUally submitted informatIon has even occur@. Socb a statement. however, 
merely serws to illustrate the dlfeculty of proving sncb an 
than the fact that the event has not cmurred. 

occurmnce. rather 
We am not lmputlng any bad 

faith, past or present, to Food and Dmg Administration employee& 
ly wring that they are human. 

We are mew 
Bfany former employees of the Food and Dmg 

Administration have left Government sen-ice for industrial and academic posts. 
Others have eW.ablished themselves in consulting firma or in private legal practice 
The opportnnity for abnees exista, tied we are simply concerned to see that that 
opportunity is kept to the abaolnte minimum unavoidable in &ective admlnia- 
tratioo of the act 

One of the bases cited b.r the Food and Dmg AdministraUon in support of 
their request for this legislation is that such extensive inapecUou -era are 
necessallr to police the-use of food additives. While there are many different 
flaToriog Ingredients In me, their ni3ages. *it.h few exceptions. are, in the words 
of tbe food additives amendment, “generally recognised as a&e.” Beeawe of 
this. they are legally not food ndditlTen, and they do not come nnder the qwc!& 
regulatory Droriaions rS the food additives amendment, Hence, no rcqulationa 
inrolrlog tolerances app1.r. !l’heir use is governed instead by other pmvtal~~ 
of the basic Food and Drag Act Since there are no tolerances. there haa been 
no nec-essitr to develop analytical metboda 

On the other band. ahen a food additlvre. in the legal sense, la isvolved. tbt 
Food and Drag Administration Iscues a food-additive regulation This states 
bon a subctance may safely be need. and nsually contains a tolerance or llm!ta- 
tion ou msrimom we. The regulation and the pUtSon for tbe regulation 
must also include a practicable snalctical method. fo that the Food and Dmg 
Admini~trntion runr he rertAin that rhe tolcraaw is not being exceeded. It ia ap 
parent that the results of an analyis are rastly more useful than the self-eerv- 
Ing records of a company. If the Food and Drug Administration xwre cooceroed 
about the use of a spciiic substance. the.r certafnlg xould not be so eardlr satis- 
fied as to stop with consideration of a companF’s formula, but would &slyx.e 
the Drodrxt in any evnt. That is. and must remain the only eff&e deter- 
mination of whether the provisions of the food edditires amendment have been 
fulfilled. The important point concerns what is In the tisl food as eatcn. The 
composition of an ioterme6iate product, such as a flavor formulation. npy he 
relernnt hut certainly I!: not anal. Thus. when a food addRiTe is not fdolved, 
there is no tolerance hecnure there is no sIgni5cant hazard, and formnla w 
tion 1s vnnecevzr.r. hbere a tolerance and analFt.ical method for a food add& 
tire are intoh-cd. aoalyis IS needed in any case. Formula inspwtlon L un- 
nerewwr because It is superflnons. 

We are further concerned at the prol-lcion which would permit inspectors 
to inquire about the qualifirationq of technical and production emplo.reeg !I’here 
are no standards in this field. and eren proleMons asswistinns baTe not been 
able to arrive at effectire standard- In the absence of standards. such Judg- 
ments wonld be perwnnl and arbltrayr at twt, and It Is appropriate for ns to 
ack. and to doubt the qualifications of Food and Drag lnspxtors ~bo wmld 
make Furh judmmts. 

Finally. we wish to jnln in the view of others who hare opposed tbe inclusion 
of the records of consultlnp laboratories In this leplslatlon. We agree, of conrae, 
thnt the files of conwIring laboratories. deallnp tith qoallty control and prod- 
uct rbarscteri~tirc. arc pertinent to the enforcement of tbe act. and Ehould be 
wallable tbronch normal judlclal prncewes. just as are tbe records of the corn- 
paw lt*elf. But the proposed legislation eTen fails to distinp-nish between 
records dealing with resenrrh and derelnpment on new products and qoalih 
control on prevent ones. We feel that tbls ln zo patent a ilaw that lt coulh 
not Intentionally hew been inrleded In the promed Ird~latlrm. 

We haTe dealt in this statement with those s~pects of H.R. 11.551 of parUmlar 
lnteregt and concern to the flavor industry. In general. however. we wish to 
assc&te ourseloes with the rien-n expressed by Mr. Samuel A. 3lrCain in 
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artIdes in the March 1902, issue of Food Processing and tbe April 1982. lasne 
of The Business Lawger. We are grateful for this opp~rtnnfty of presentlrq 
onr posItlozI. 

STA~XPWT 01 nm. ?hnolpa HAIBD~E~~~~ AND t.kmf~?~~m~s~s Assocunon 
IX OPPOSI~O~S M Sacnon 201(a) OF H.R. ll58l. SUBMITTED BY ROW h 
COG coLJnsn 
This statement 1s snbmltted by tbe YatIonal Hairdressers and Cosrnet.olo&sta 

Aesoclatlon, Inc., ln opposition to sectloo 201(a) of H.R 11581. the “Drug and 
Factory InspectIon Amendments of 1962.” Tbe assoclatlon represents more 
than 65.000 beauty salon owners and operators with a total employment of 
more than 150,000 trained and Hcensed ccwoetologlata. 

Tbe present inspection provisiona of sectIon 704 of the Food, Drug. and co6 
metic Act authorize Gorernment agents to enter any establishment. including 
beauty salons, in which cosmetics are held. Section 201 of H.R. llX3l would 
expand this authority to permit Inspection o! “all things tbereln (lncludlng, 
records, tiles, papers, processes, controls, and facilltles) bearing on whether 
articles which are adulterated or misbranded aitbln the meaning of tbe arf 
or which may not be manufactured, Introduced Into Interstate commerce, or 
sold or offered for sale by reason of any prorision of tbls act. have been or are 
being manufactured. process&. packed, transported. or beld In any such pIace, 
or otherwise bearinc on riolatious of this act.” The effect of this se&Ion of 
the bIlI Is to provide carte blancbe Inspection. Under such broad language, it 
would not be possible for anyone to refuse inspection of anything. 

\7Fe are not opposed to inspection per se. However. we do feel that any 
statnte which imposes criminal penalties upon an unkno=Ing rlolator. as does 
the Food. Drug. and Cosmetic Art. should proride for IimitatIon npon UD 
warranted Government fishin: expedltlons. ?;ot only does thls proposal an- 
tborlze an Invasion of the business prlracr of beauty salon operators. but it 
would also raise serlons auestions as to nbetber tt is unconstitutional under 
tbc fourth amendment as an unlimited. and therefore unreasonable search and 
seizure. 

We recwrdze that some legislation may be necessary to permit inspectIon 
of those few businesses abo hare been able to succe&nllr evade It. However. 
rre mpectfnllr Fubmi1 tbar anr sncb need Is not hased u&n any allwed rlola- 
tions of tbe Food, Drug. and Cosmetic Act by S-CA members. To Include 
these beauty shop owers aitbin tbe coyerage of this bill would be an m5nstItkd 
and unn-ise crtensior of porernmental inspection anthotlty. 

Sral~velcr o? PI-YEAPPIX GRCN-ERB Assoc~rnox OP HAWAII OIF H.R. 11581. 
SLXMITTFD BY a. I, cU6HIXO. PaEsIDElpT 

Tbls statement is submItted on behalf of the Pineapple Growers As&clatIon 
of HawaIl. the members of the ascociatlon being Rnldwin Packers. Ltd., Call- 
fornia Pricking Corp., Dole Corp., Hawnlinn Fruit Packers. Ltd.. Kanal Pine- 
apple Co. Libby. 3IcSciII 6. Libhp and Maui Pineapple Co.. Ltd. 

The member compnnles operate eight pineapple &nerIes In Hawail. An 
affIlInted company of one of tbe members onrratcs a olneannle cannerV la 
Pnerto Rico. -The companies produce 311 but a .small &I-& of’ibe VS. ax&al 
ProductIon of approximalely 185 mIllion csvs of canned pIneApple and 32.3 
mIllIon cases of canned pIneapple Juire. a totnl of 308 mIIHon cases. The 
ranned pineapple park is approximately 15 percent of the total U.S. canned 
fruit park and the cnnned pineapple juice park Is approximately 23 percent of 
tbe tot*1 r--s. canned fruit 5nice pack. 

.4r: producers of a major conned fruit product. the pineapple canners are con- 
cerned oxer the additional. nod. we belive. unwarranted facton Inepedon 
authmity proposed for the Food and Drug Administration under title II of 
H.R. 11Ml. 

We RTP adriwd that Commissioner Larrick of the Food and Drng Admlnlstra- 
non Etnltd before the Senate ApproprIatIona Suhcommlttee: 

“A f~rr wars ago the Food and Drua AdmInIstratIon submItted a blil to the 
Chxrrss which was believed to provide for inspection aotborlty permlfting 
FDA to make complete studlee of the production procedures and controls em- 
ployed br JIrms. the complaints received concerning their producta, and the 
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qunlltlcatlons of their empIoy?es (especially ~clentl~tn) l l l . However. fie 
leglslatire history of the bill indlcatrd tbat It was not the Intention of the hw 
to glre FDA access to this type of Information. Consequently, FDA baa bad 
to operate with rather serious IimitatIons erer since.” 

Tbe pineapple canning industry in Haa-all has a long blstory of cooperatfon 
with the Food and Drug Admini$ration and has consistently supported le&la- 
tion which speared to be reasonable and necessary for that Administration to 
discharge Its responsibilities. 

The Fond and Drug Administrntlon now has autborlty to inspect food fat- 
tories, warehouses. establishments, and rehlcles used In transportlug the pm- 
nets of such factories, nnd to Inspect all pertinent equipment. thisbed and WI- 
finished materials. contolners and labeling. snd to take samples of products for 
analpsis. Tbe Secretiry of Health, Education, and Welfare, under wboae jtia- 
diction the Food and Drug Admlnistrrltion operates, has power of s&u& of 
adulterated or misbranded nroducts. The Secretars mas nublicile the facts In -- 
any case in which be believes there is danger to tbe public health, as was done 
In the cranberry incident Furthermore. there is available the search warrant 
procedure whereby the Food and Drug Administration. upon preaentatlon of 
reasonable evidence of :I violation in a food-mating establishment may obtain 
a se:ircb warrant which will enable the FDA to obtain all filea. records. docn- 
meuts. formulas, and anything else relating to tbe violation which FDA believe0 
1% being committed. After thz search, FDA could have the factory padlocked tf 
It cau convince the judge this is a proper procedure. 

The additional authority wbicb would be granted FDA Mder title II of H.R. 
11581 would empower it to hare access, on a routine basis. to all thInga In a food 
factory, indudmg records. flies, papers, processes. controls. and facilltiea. 

We do not believe there is an? demonstrated need for such nnrestricted gor- 
ernmental act-ss to food plant Bles and records of production procedures and 
aualitv controls. Eristinz authoritr of the FDA to insuect slants. to draw 
&do& samples of tbe p&uct. to sibject such samples to ins &lya& seen fit 
and to seize producti it determines do not meet the standards, provides sufflclent 
authority for the FDA to insure the purity and conformity with standard8 of 
qua1it.v of canned goods. 

Commicsioner Larrick cites tbe eeatly increased use of food addltires as a 
ncxx- argunlput for the increased factoF iosrpction authority. The safegum-& 
of the additive law itself and the FD.4 regulations on its administration reveal 
no need for ndditional lecislatiou to nrotect the oublic health 

The’ preservation of &rnpetitloc’ between companies manufactorina canned 
goods depend% upon the maintenance of competitive adrantagea based on pm- 
cluction methods. production ecluipment. and product formulae. Unrest&t& 
arcess hy the FDA to the coufidmtial records corering these matters could result 
in. although poszihlr inndvcrrently, the di-xlosure of proprietary production 
method+ and could thereby Iesen competltlon. 

Access to per%-nncl records n-ould be. pre~umablg. to determine the qualiflca- 
tions of a food proces,-or’s eroplv~ec~ as Commissioner Larric-k had indicated 
that the FDA inslwtofi should he able to determine that an emoloree is ouallfled 
to do his job. Tde sllerinlized skills rind knowledge required id the food-press- 
ing business are sutb tbnt 0x11~ those direvtl2 and finally responnlble for opera- 
tlnn of the bucioe%s can ernlunte the quxlificntions and day-bFdsy performance 
of their employees. 

A< food manufacturers me ohJect to the proposal n-bich would subject our 
confidential records to cvnrch under inquisitorial pooners Just as. as Indiriduals. 
xve rrould not nnnt to lr dpnird the lrerlefits of the fourth amendment to tbe 
Cnnztitution which insure< 1~ protection in our persons. hou-ws, papers. ard 
effects against unresronable searches and seizures. 

The U.S. Trademark ALuviation opposes H.R. Il.31 Insofar as Its provisions 
bare some impact upon the cntjre field of trademark law and practice 

The nwwiation is n men~ber~hip cwporation orpnnlzed under the laws of the 
Stnie of ?ie~ York. Kth officec located at R East 45th Street in the city of New 
York. Its membership comprises regular (or rotlng) members. who nre ou-ners 
of trademarks. and associate members, who are lan;rers. advertising firma, pub 
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Ilsherm, and others Interested in tmdemark law, trademark prote&ion, and trade- 
mark uractice. A minted IIst of members as of Aueust 1.1961. Is attached. 

The~associ&n now has 234 regular (or voting) members. i’hlrty-one of them 
are ~~barmaceutical manufacturers; and of the 33 members of the board of 
dSr&tors under whose dIrection the association operates, 5 are executlvea of 
pbarmnceutlcal manufacturenr These data are glren becanse of the short title 
of the bill nnder considerallon, the “Drug and Factory InspecUon Amendments 
of 1982.” 

The asswiatlon Is 84 years old, bavlng been founded ln 1818. Its purpose, 
uenerallv stated. Is to nld In the dissemination of Information wrtainina to trade- 
marks and to afford a means of cooperative activity In prote&ng tbe& It pub- 
lishes the Trademark Reporter@, a monthly journal containing judicial oplnlons 
in litigated cases and articles of research and commentary. The association has 
worked for uniform State trademark legislation, rrhich has been adopted in 
mnny statea 

-4lthough the position of the aasoclatfon as presented here la limited to what 
rnlght be termed the trademark aspects of H.H. 11581, failure to comment apon 
catber aqxts of the bill la not to be construed as approving or dimpprorlng such 
other aspects 

SpwIflcally. the C.S. Trademark ?Lssoclatlon is opposed to section 112(a) (4) 
of H.R. 11581. The section. if enacted. would require the manufaetnrer of a drug 
to use the drug’s “estiblished name” in a posltlon of precedence over and In Q-pe 
of equal size and prominence as the drug’s trademark on labels and in informa- 
tioml and promotional material. This subordination of the trademark, If ac 
~u~~~ll~hed. would profoundly alter and .wriowl.r nbridae the fundamental legal 
and economic principles upon which the trademark system of product Identitica- 
tion is founded. 

The trademark system, possessing both a rich history and a great contemporary 
Importan- enables merchants and manufacturers to compete vigorously and en- 
courages.them to endeavor to earn the fair competltlre adrantnges that stem 
fr*wl cwntirity nud yuiilit~. Therefc+re. tbt‘ asswinllon sfrengl~ urge that tbe 
system be preserved from the dangerous sort of Incursion embodled in H.R. 
11581. and to support its position presents these reasons : 

In the first place. the trademark-related I#rorl.+ionn of H.R. 11581 dlscriml- 
nnte against the pharmacrutiral industry. So other indwtrg is subject to 
~ompnrnble restrictirms having to do with product Sdcntitlcatlon. And the 
association believes that the splendid acblerements of drug manufacturers de- 
cerves congratulation and not discrimination. Jloreorer, the precedence in 
position and equal prominence requirements appear to be outside the amblt 
of the Federal Food. Drug, and Cocmetic Act The art properly deals with im- 
portant matters of public health and safety, but its fwus should not be made 
less clear by seeking also to deal with independent commerdal practic+x. 

Shiftlna to broader considerations however. and anart from the nosslble 
partlcula; consequences for the one industry, tbe awxiatlon Is genul&y con- 
cerned that the trademark-related provisions of H.R. 115f31 mlgbt establish a 
pw-ilo11~ legislative precedent. Tbey contain the gene& of the errorwow notion 
that trademarks are aupertluous or inappropriate whereas experience rind corn- 
momsense show the contrary to be true. Indeed, bg identifrlng and dlrtin@sb- 
ing the worthy product, a trndemark provides a t;ue form-of -protectIon for the 
ln~hllc. The precedence in position and equal prominence rguirements wonId 
euq~hn~ize tbe peneric name every time tbe trademark for the n-orthy Prodnct 
Is IwomoWd. Tbe recult ~~111 1; at least as much public acceptance for the 
pwrric Ilnme as for the trnclcmnrk Thw. the requirements of H.R. llT81 alth 
respect to use of the wnerlt name fill prorlde a meow hr which the marketer 
of an Inferior product may confn~e and dec-eire the public az to the quality and 
s~otrce of his produrt. 

Then. ton. on’ lqiqlntion of tbls character xnuld dilute or dlwount the im- 
portant ldentlficatory values that established trademark* represent. In a wry 
real wn=c there would he erected an unrompcnwted taking of the valuable 
awdwill that resides In thw bnsIness asseW 

If the product fdentiflcatfon theory of H.R. 11581 were generally accel)ted. 
RD lncentire to promote a cuperlor crodnct and Inform the public of Its avail- 
abilltv would be dectrored. Two ~?on~eou~nces rvould be the reduction of onalitr 
of products to the lo&t common dendminator and tbe dlscourngement of n&v 
product development 
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The aasoclation realizes, of course, that nonproprletary nonmcaclature can 
and does fulfill an important function and tbat. in the yharmacentica1 industry 
aa la true for nearly all industries. the disclosure of generic or common dewrip 
tire names is legally sound and adrlcable. It 16 not, however, In the bsat intereat 
of the general purcbasiog public or trademark owners for the Government to 
coerce its citizens aLalust the use of trademarks or brand namea dtba wltb 
respect to drugs or a;y other commodity. 

STAI -EMEXT or Jalaes F. Fosr, Covnsn, PUBLJC Arp~rsa. hvrmcan Tac&u!w 
Assocu~~ose, IYC, ox H.R 11581 ‘_ 

Jlr. Chatrruall and gentlemen of the committee, my  name is Jamen F. port 
I nun wunsel, )mbllc affairs. of the American TrucP&~g Akoclatloas, lac, with 
of6ws at 1616 P. Street. SK., Washington. D.C. The asaociatlon. as most 3 
.vuu know, is a national federation reln5euting 311 forms of motur carriers, both 
pirate aud for hire. aud having z&ilisted associations in -19 States and the 
lhbtmt of Columbia. 

We anlear today in support of lturt C of title I of H.R. l l.SSl which relates 
to the wntrol of ;tw@etumine and other itimulaot hubit-formlug druga. 

III l!r.;l the trucking indwtp first ohlaiued cuovrcte eridenw that amphet- 
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n-tukly mnrimom Hmltntlons. Forfhe’;; .&rrp inter&ate driver moat malotala 
n “drlver’~ log” to record bls boors. In additIoo to tbew stringent Government 
rrirulntion~ most truckinn romr~anles schedule thefr drivers’ runs so tbat tber 

Our woperntion wirh the Food nod Drug Administration goes back many years 
pimp uhort1.v after we first became aware of tbe problem. The Enforcement 
Itlririon of FDA has Joined with us In our efforts to stamp oot illegal salea. 
‘R&r agents how been trained by our member compaoics as drivers and helpers 
in order that t&y wuld make purcbasea and subsequent arrests Euforcemant 
~&~ur- h:rw ridllvn thrrnwnds of miles 0~ our trucks and have made hnndrtis 
of ,trrrr;ta n-bib? thr~ WCLC popin- ak cmplo~w of trucking eompsniea throughout 
the Puited Ft:rte~ This. of course. could only haye been accompllshed with the 
wm~~lerr c-~nqwrati~m of the management of our comm~nles. It is a truly escltlnr 

Thik u.~lrnnl effort between the trucking industry ond FDA has resulted la a 
hrwr nuulbcr of nrrwt2; two ,c made at truck stem ad dwr highway type RI- 
sr~lI:~t~~u., ulrd at tbr same time lt has resulted In a great deal of bad publldty 
ftm the trwking iudwtry and its drirers. Our files are replete with lurid. 
-ebwtiwnf ctoriw I):IwYJ up00 eurpicion, hearsay. and pure Action which purport 
111 rrhtr tl~r fro< kdriwrs cener:rll~ we these drugs and thus are respousibJe 
for :, blIl.i~W ,Xlfb ba+;rrtl This. ss I hure stated. cannot be borne out by ICC 
records. 

FDA ~:IL nlr~~ worked with us In producing hundreds and thousands of 
Imrul,hlerL n hwh bare been di~zrihnted thro\lyh our members acroes tie eountr~. 
.4tterhwl tn 1111s stnterneut is the latrrt publication produced by tbe Food and 
1 W&c Acltoilli~tr:it~~,n with onr roqwroticm. .\lwut 50.000 copies of this pamphlet 
hare IICWI dictrilllnred thrcn@ our industn- in the last month. A pre%+Iooa 
pamphlet ln~lucwl Is? .ITA nrwml years ago wa6 distributed to over 600,000 
clrirrrnthroughout the country. 

We 11re IIwct hnpeful thnt the committee will set farorablp upon the pending 
Ieuiplntiou to thr PIKI thnt lhis ~rohlem will be elimlneted both for our industry 
2nd fw the pttblhsc a whole. 

Drug% that produw no unusual symptoms in most people may cause abnormal 
rrsctlons in some indiridusla. making it nnsaie for those persons to drive. Tbb 
is tree nsgardless of whether the drug is self-adminlstered or taken at the di- 
rectlon of a pbycician. Xo one should drive ahen taking drugs nnleaa he la 
certain thcr will not imr)alr his drivfm abilltv. 

High on -the list of highway killers&d tr&c safety rlolators 1s the dnmkea 
driver. But alcohol i6 uo longer the only cawe of “intosicstion.” 

Tbe Food and Drug AdmInistratIon la concerned wer the Increa6ing threat 
to hfgbaay safety from drivers “under the IntYuence” of drugs. The drugs In- 
voiced range from true narcotics to stimulants, trapqullizers, sleeping pills, and 
eren some cold remedies (e.g.. anti-histamines). Some are widely used in aucb 
wtnn~o~ ailrncr~rs a< oen-ouwlffs orrrweipbt. high hlcod pressure, and hay 
fear. Bwcnwe of these common mea many people do not realize the effects 
drupc msy bare on driving abilitg. They may Innocently contribute to the dan- 
ger oo tbe streets and hlphwegs. 

And. twtio=e wmr dnnperous drugs can be obtaIned altbont ~~~~tlo~ 
dewitc legal requirements to the contrary--some people use them for their “side 
effectsY or for rensous o?brr lbnn their Intended medltal nurooae. one ex- 
ample is the use of stimulant drugs to keep awake nhlle d&it& 

Controlled me of drugs by a person under his doctor’s care brings rlth It safe- 
guards that avoid danger. Uncontrolled use of tbe drugs discussed here Is a 
dnnaw to the health nnd nclfnre of the oser and tbe safety of others. Here an 
the forts nbout the dangers and prwautlona to be taken when drlvlng. 
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Ampbetamlne drugs have many nicknames, some innocent sounding-%.=n- 
nies,” “pep pills.” “thrill pills,” 4. copUoW--which conceal the seriousness of un- 
controlled use. 

The amphetamines are useful in treating certain illnesses ahen used under 
medical supervision. Carelessly used they can be rery hnrmfnl to tbe health 
of the user. and make It unsafe to operate a motor vehicle. 

LegaIly. am~~brtamlnee can be wld only in drugstores and then only upon a 
doctor’s prescription. Thjs 1s for the protection of the user. Anyone who uses 
bootleg channels to avoid the prescription requirement not oulg contributes to a 
rintt~th of the law. but alw runs the risk of being “hooked” to habitual nae. 
with all the degradation and misery that follow. 

Common bellefe about amphetamines are: Yf’hey are no more harmful than 
?l cup of coffee”: and “‘you can drive without sleep and never miss it.” Both 
are false and both are dangerous 

Aml~betsmine IUH.V iu&nc;e alertnws and ef5cienq for a short Ume: but this 
effect may be followed by headache, dizziness, agitation. irrltablliu, +crepSea 
ability to concentrate. and marked fatigue. 

Tbe most important fact for drivers to consider Is that ercesslve. nnsuper- 
vised II* in~erferw with the body’s normal nr~~twtiw sgmptnms of dxwwr;iwns 
and fatlplle. The feeling of exhaustion is abort-circuited, causing a driver to 
we up refwrws of body enerm until a rota1 and sudden collapse may occur. 
But before collapse there may be a period of decreasing driving ability and alert- 
ness, even though the driver thinks he is driving very well. 

Another often relwtrted effect is that of wing tblncs in the road that ark not 
really there-mire- or hallucinations similar to the delirium tremens of the 
alcooholic. Such 4’dtsions” may cause the driver to swerve into oncoming vehicles 
or off the road. Bennies can kill. 

Trnck drivers and many others who constantly use the highways are rlctlm- 
ized by unu~n~wlnw and illegpsl dealers in an~ptwtamine drugs for the enormous 
pro5ts involved. Such drug bootleggera promote the false beiief that hennien 
are helpful to drivers. They place personal pro5t above human life. 

Rest is the only safe remedy for fatigue. Reliance on stimulant drugs can re- 
suit in anything from a badly overworked heart to sudden death. 

Barbiturates are v-cq weful medicines to calm nervo~~.nefis and produce 
sleq> in D~I-WILC with medical I’mhlem-. However. they aw hahit forming and 
b.r law may be sold only upon prescription. Uncontrolled use can lead to addic- 
tion rnqw w=ri~tw III * IWV reqwtc than trw narcotic addlc+ion. Barbituratee 
are often “‘pushed” by underworld peddlers promoting experimentation knodng 
it msp lead TV, habitual we. addiction td) trne nerwtirr and another “hooked” 
customer. 

Barbiturates also often follow excessive use of amphetamine drugs. in an 
effort to slow down and get off the “jag.” Amphetamine-barbiturate use mar 
thus become a vicious cycle causing serious emotional and phydcal damage. 

The excessive use of barbiturates produces symptoms similar in some re 
rpecls tn alwhdlc intoxic-ation. TM !~=rcon nffecled hecom~ drowsy and con- 
fused. He cannot coordinate his muscular actIon Then be walks or stands and 
sometimea reaches the point of collapse. He mar experience tremor of his 
hands. lips. and tongue, and he has diBicul@ In thinking or talklng clearly. A 
prson so affected is obviously nn5t to drive. 

But crer, thr cw~s4onn uw of hnrhiturntes n-Ill bwnnw drowq and 1~ alert 
Effects vary greatly lo different individuals. Even if the dose is small and the 
time under the medlcatiou is short, the person should make sure he knows boa 
the drug aill affect him before drlvtng. Folloa your doctor’s advice in the use 
of thew potent drnxx Ir Ic up to the doctor. of NCII%?. to give the w 
instructions where the drug is not ldentitled to the pattent 

Tbia dewriptlve term is applied to a group of preparations that are. generally 
speaking. mnwle relaxants affecting some retleres to relieve mental apprehension. 
While some of them are also used to reduce high blood pres.suq tbelr efKcct 
la largely on affltude and outlook 
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IIow?ver. In normal or larger doses. or altb other drugs or alcohol. tran- 
quillwrs may rewlt In sedation to tbc point of dizzlnesa or drowsiness. Ob 
riously. tbeee lwrparatione may also pose a danger to the driver and should be 
taken ooly under adequate medical superrision, aitb tbe doctor knowing that 
driving Is contemplated. 

ANlT~m*YmLe 

These drugs are used for relief of nasal congestion due to colds, to combat al- 
lergies, and for other purposes. Some may be purchased without prescription ; 
others sre’too dangerous for use without medical supervision. 

These drugs msy aleo cause side effects such as inattention. confusion, and 
droxniness. In fact. some of them are avaIlable for me as an aid to sleep. Xf 
the drug produces such results In n particular lndivldual, tben that indltidual 
should not drive or operate mncbinery. Observe label dlrectione carefolly, or 
folloa your doctor’s advise about drirlng. 

Since the true narcotics are used primeril~ bg doctors in seriously 1lI. nanally 
borpitnlized patients. tbeqe patients are not likely to be drlring at all. In tbe 
unusual situation where narcotic medication is indicated and the doctor permlta 
driving. he will undoubtedly advise xwcess~ry precautions. 

Howrer. a narcotic addict---or a lberson “experimenting” with the wares of 
the done wddler--is a real threat to hirhwav safety. These drugs affect jodrt- 
meof &dwe Browtiioess,. Interfere n-i& co&utr&ion. impair &ion, anb r& 
lease inbibltions against reckless dnring and other improper bebav’Ior. 

lberyooe knowa the dangers of driving while under the lntluence of alcobd 
Xot so many know how tbe drugs discussed abore threaten driving safety. But 
still fewer know that tbe combined effects of these drugs and alcohol may be 
exceedingly dangerous. 

Tbe combined results mar be much more dangerous to health and to highway 
safetr than the effects of either the alcobol or the drum alone. Tbe scientific 
term for tbe reaction effect Is “c~ynergism.” 

Tbe old adage, “If you drink. don’t drive,” Is still good. But here are tmrne 
additional rules tbnt may saye your life--or the other fellow’s: 

1. If JOU areill. see your doctor. 
2 If your doctor prescribes drugs. ask blm about drirlng while on the medlca- 

&on. 
3. If JOU drfnk. don’t drive; but ask your doctor about the cornblued effects of 

alcohol and any medicine be prescribes. 
4. Don’t nsk your druggist to riolate the law bF selling dangerous drugs wltb- 

out a prescril~tion. and don’t buy from one who will. 
5. Imn’t allow filling statlon or truckstop operators to sell ~0x1 any drugs. 

These operators rnn~ be gwd mechanics for pour automobile or trnck, but your 
body is B much more ralunble-and delicate-machine. 

The organizations of profewional drivers and of persons wxvlng the ddving 
public endorse tbis policy as being in the best interest of tbe driver. 

If 20” are offered any of these drugs under circumstances wblcb arouse YoW 
~susyicIons. get in touch with the Food and DNg Adminlstratfon office 6erVlng 
pour area or the headquarters of&e at !Vnshlngton ‘25. D.C. 

MT name la Adolph K. Schwartz. I am a member of the bar of tbe State 
of Ni~ourI. I am n nntire of St. Louis and have been eneaaed in the neneral 
practice of law there since l!EX NT address is 721 Olive s&et, St. J%&. MO. 
XJ- statement here Is on behalf of the Associated Drug & Cbemlcal Industries 
of NksoorS, Inc. 

The sssoclntlon WBR lncorporeted by pro forma decree under the laws of 
3llssonri In 1930. It hne 150 member rompauks. all of abom are engaged In 
fbe manufacture and distribution of drugs and chemicals and allled Industries. 
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St. Louis is one of tbe larger drug centers nod many of the asaoclstion member 
componIee maoufarZure and distribute nationally known product% 

In the Interest of brevity we adopt the stntement of James F. Rage made on 
behaLf of the Yroprletary Assoclatlon b&ore this commIttee on August 21, 
1962, with the addition of a few points which we believe should be empbaeized. 

The two bills use the words emcacy and effectiveness aa though they were 
synonomous, in connection with new drug applications. Present law 00. this 
subject provldea for safety of all au& products. We do not believe that ad& 
tion of etkncy or effectiveness to the dednition of drugs requiring a new drug 
annlicatlon. is either necessarv or desirable. So loon as the S&&Y in a new 
d;;g application is establish&, the economics of the marketplace- will. 88 It 
does at present. take care of any drugs that are not effective or etlhzacious. 
JSoreorer. under present law, if claims are made for a drug product which 
cannot be substantiated. the manufacturer is subject to sanctions for mlalabeling 
or misbranding; and Is also subject to proseclution by the Federal Trade 
CommlsIon. 

Finally. if such a requirement must be made. we urge that t-arefnl considera- 
tfon be even to the difference In meaning behveen the words flcacy and effeq 
therms. Using common cold renredles as an example. effective would mean thnt 
the drug would relieve those common cold symptoms for which claims ape 
made ; but efl3cac.v might be constrbd to mean that the product must cure a cold. 
We woald. therefore, prefer the word effective as used in S. 1552 rather than 
efficactoos as used fn H.R. 1158t 

Tf the de5nltlon of “new drug” is changed to include effectiveness as ef&acp, 
then It ls essential that a ‘*grandfather clause” be loeluded so that old estab- 
lishcd drug products n-ill be exempted and not have to go through elaborate 
aud costlr new drug procedure. S IS.2 contains such a prandfather clause 
but H.R. 11581 does not 

ADIlLTKE*TIOIP 
Sectlon 101 of H R. 11581 provides in eBect that the FD.4. by regulat¶on. can 

5nd’tha.t the p&lu~t WI< “adolternt~~“‘tlr,t,\ itbctandin>-that the pn;itp or safetr 
or qunlity were onqne4ioncd, and the Inbelinp wns proper. We think this 
nmnunts almwt to licensinp bp the FDA. Is the conwntratlon of too moth author- 
Itr In an adminirtratire arrcncy. and plars an unfair burden upon iodostv. 
Thcprovislons in S. 1%X? are lee strlogent and are adequate 

Section 112 of H.R 11%31 pro&its that FDA ma? require all product@ to aa+ 
an “eqtablished” or “oflicial” rm”lC on ” $iWU product Proprletnrp drum. 
sold over the counter without a pre<crlption. are knorm b.v their trademarkn. 
They are mostly compoonds of q+xnl incrednlentp and could not sensibly have a 
“peneric name.” FroprietnrF medicin- should be ex?mptcd from this provlslon. 

LABELmQ 

Sectlon 112 of H.R. 11581 nlso requires thnt the label contain qoantltatlve l&t- 
Ing of all active ingredients in type the same size IIR the trademark. and reqnlm 
that the? be given a nncitlon of precedent on the I~bel. Quantltlea of ez%h lo- 
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0x1 the label, acetopbenetldln. asplrln, caffeine. Certainly these Ingredients could 
not be printed in the same size type as the trademark Anacin. Another example 
Is mentholntum which contains. according to ita Inhel, menthol. camp!~or. b&c 
acfd. petrolatum, 011s of swe+t birch, pine, and eucalyptus. StlU another exam- 
ple 1s mutine which contains. accordlng to Its label. potassium borate, berberine 
h.rdrochlorfde, boric add, glycerin, bydrastine hydrochloride. merthiolste and 
sterilized water. 

Section 201 02 H.R. IIS antbori7m an almost unlimited Inspectlo which 
would include not onlr plant and personnel. bat also all records. !3nancial reports. 
trnde PP( rtts. mqnufnctnring processes and “know-how.” rind anythIng- else. 
Under the exiqine Inw It is a criminal offense to refuse “to Dermit entrv or 
int;pection.” There is DO need for thee broad xwne powers bf inrpectio& of 
things which hare no bearing on the safety, or purity. or effectiveness of a drug 
or medwine. Its constitutionality is questionnble and it would constitute an- 
other unnecewsrp and unfair interference with and burden upon Indostry. We 
see no need for amendment of inspection mers under exiting law. howerer. if 
they are to be broadened. they should be clearly defined and be limited to ftema 
bearing upon the safety and purity, and perhaps the effectireness, of dmga and 
medleinea 

It is hoped that the foregoing will be of a~slftsnce to this committee lo nnder- 
stnndlng the broad scope and unrwces?arily burdensome nature o? some of the 
I~rorisinns in H.R. 11X31. and that the cnum~ittfe ~i11 amend these provisions 
36 we hsrc suggested. 

The Watlonal Arwciatlon of Margarine Manufacturers respectfully opposes 
1bo.s.e prorislons of R R 11381, 87th Concress. 2d session, which seek to broaden 
the eristlng statutorg anrhorit.r of the Food and Drug Administration, Depart- 
mejt of Health. Ednratlon. and Welfare. to make inrpectionn of fwtories and 
other fwd estnblishme~~ts, including “consulting laboratories.” Specifically, the 
opposition of the Sntmnal Association of Margarine Jfanufacturers is directed 
to those amendments contained in title II of H.R 11581. as to which the aaroda- 
tlon requests tbis committee to report unfavorably. 

The Katlonal A.sswistion of Margarine Jlannfactorers 1s a nonprofit trade 
sssodation organized under the Illinois Sot-For-Profit Corporation Act and 
composed of most of the margarine manufacturers in the United Statea Alar- 
earine manufactured h‘r tbc members of the association Is nroduced and distrib- 
uted in accord:lnce witb the prorixions of Federal and Stat% lam, Includfng tbe 
Federal Food, Drug. and Cosmetw Act of 1938, as amended. 21 U.S.C. 321. et 
seq. Under this act. tbe Food and Drug Admlnlstration of the Department of 
Health, Edrwation, and Welfare has iscued a Federal deflnitlon and standard 
of identity for margarine (17 F.R. 4813 and 21 F.R 6566). 

In those instances in nbfcb animal fat is wed In the production of margarine, 
the product is also produced and distributed in accordance titb the meat inspee- 
tion renlations of the Secretary of Acriculture issued pursuant to the Aleat 
Inspection Act. as amended (21 U.F.C. 71-01). and section 306 of the Tarlir Act 
or 79.10 (19 U.S.C. 13x) The Secretarr of Aericulture has also iwued a Fed- 
eral defin!tlon and standard of IdentIty ior maT&rlne similar to that !s-wed by 
the Food :Ind Drug AdminMrntion of the Department of Health, F~ucation. 
and Welfare. 

It Is the positloo of the Satiooal Aswcintion of Margarine 3Ianufacturers 
thnt the lariow Federal and %tnte laws, irxlutling the preceot provisions of 
cectirm ‘i(H of the Federal FM& Dror. and Gwnrtic Act of 193.S as ameoded- 
ihe scwalled “fnctoly Inqectiou grorJaion”-afford arnpie authority to gos- 
ernmentnl ot?lclnls. including offlriala of the Fwd and Drug Administration of 
the Department of Ilcnlth. Education. and Welfare. to Incpect adequately the 
prcnrlscs of any food rstehlisbmant for sanitary end related conditions and tbnC 
oo satjsfactorr need has been demonstrated for expandlog the factory irmpec- 
tlon powers of the Food and Drug AdmfnistretJon t2 the manner prop& by 
title II of H Ti 11581. 
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At the present time section 761(a) authorl%s the Secretary of Health. Edna- 
Uon. and Welfare, through such otRcials or employees as be may duly dasignate. 
to enter, upon presentation of proper credentials to tbe ownc*. operator or agent. 
at reasonable times, “any factory. wnrehoune or establishment” in which food, 
drugs. devices. or cosmetics are mnnufactored. processed. packed. or beid, for 
introduction into interstate commerce or are held after sncb lntredoction, or 
to enter any rrblcle being used to transport or hold such fooda, drugs, devicea. 
or cosmetics in interstate commerce. Therefore, tbe present law already au- 
thorizea Food and Drug inspecc-tors to enter into any place n-here food is kqrt 
or held for shipment in commerce. 

For what purposmmap mrh entry be made? 
Section 7OJ provides spwMica.llg that the purpose of stib entry ia to permit 

inspection at reasonable times within reasonable limits and witbln a reasonable 
manner. such factory, warehouse. establishment. or vehicle and pertinent equip- 
ment. fiuisbed and unfinished materials. containers. and lahelina therein This 
is au‘ertremelg broad power as it noa- &ands. F&d and Drug &pectora havc. 
under this provision, smyle power to inspwt all material and equipment naed in 
connection with the production of food as well as the food itself. 

Section 704(b) provides that. upon completion 02 any su<-h Inspection of a 
“‘factorv. aarehouse. or other establishment.” the inswctton l d3eial must #rive 
to the b&er. operaior. or agent in rbarge of tbe pre&iseP a rvpnrt in WI&K 
“setting forth any conditions or practices observed 1,~ him which in his judgment 
indicate that any food. drug, device. or cosmetic in such eatablisbment. (1) con- 
slats in whole or in uart of anv filtbr. uutrid. or decomwsed ~ubatance or (2) 
has been prepared. packed. or-held under insanitary conditioos.” It also pro- 
vides that a cony of such report will be sent to the Secretary of Health, EduCa- 
tion, and We&&. 

Rut the nresent Isa does uot end here. Under section 704(c) the inswdiM 
officer is permitted to take a sample obtained in the course of the inspec~on for 
which be must gire a rewiilt to tbe person from abom the sample was taken 

Under swtion ifM(d), if an nnal.vsis is made of the food sample taken. a copy 
of such analvcis must :iIso be furnlched to the person from whom It was taken. 

Certainlr these powers. already in the bands of the Food and Drug Adminis 
tration of the Dcyai tmcnt of IIe;iltb. Education. and Welfare. individually and 
in combination. constitute a powerful enforcemmt vvenpon which enablea that 
Agency to deal with any conceivable situation iu which the nholesomeneos of 
the food supply of the sation is involved. 

The present inspection povi-ers. just descriw, did not come about overnight 
but rather are the product of a long erolutionarv histarp in the development 
of adequate legislation in the iowl .snd drug field ou the Fedrral front 

The 1906 Food and Drug Art. the first major lesfrlatinn in this field. contained 
no provision authorizing socalled “factory Snspection.” Even in the absena 
of compulsory inspection posers. the Yation’s food industry cooperated by 
rnlunL?rilp permitting ins.stion bg the persons charged alth the admiaistratlon 
of the early Food and Drug Act. It has been stated that more than Q5 percent of 
the food and drun manufacturers invariably gave permIssion to ln@&t thctr 
premises. 

In 1938 aben the law was changed. there were included prodslone whlcb v 
mitted insnection of nremises where food is manufactured “after Urst mfiktw 
request nnb~obtalnIn~~pcrmlr~ion” of the ou-ner of the factory. These proPldo6 
did not prove entirely satisfactory in opratlon because of the necessitv of Food 
and Drug inspectors first obtaining permission of the owner before undertaMng 
to inspect his premises 

In TX. v. tardi~. 34 P.S. I74 (IfG2i. the Supreme Cmn-t held that tbc 
;~rovisiooa In the 1933 act dealing with this qnestion were fatally incouslstent and 
did not clcarlg pro\-ide that refusal to admit a Food and Drug inspector cob 
stituted a violation of the act. Awordlngly, in 1953 the Congress amended section 
iO4 to its present form. eliminating the necessltv for obtainlug ~rmisrion of the 
owwr before Inspectlou of his premls;es. 

The controrerPy and litigation. to nhlch allucfon has just heen made. COP 
cenwd only those prorislons requiring prclnvpwtioo permission of the ou-ner of 
the nremiws to he mwected. There has never been anv aocstion ontll now but 
that.the 1933 act gavesmple nuthorltp to Food and Drug inspectors to carry out 
their enforrement responcihilltjea. An examlnatlno of the lwirlrrlative bistorp of 
the 195.3 amendmm~ for example. reveals that the overridlng concern of the 
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